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[4110-84-M] 
Title 42—Public Health 


CHAPTER I—PUBLIC HEALTH SERV- 
ICE, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


SUBCHAPTER D—GRANTS 


PART 50—POLICIES OF GENERAL 
APPLICABILITY 


Provision of Sterilization in Federally 
Assisted Programs of the Public 
Health Service 


AGENCY: Public Health Service. 
ACTION: Final rules. 


SUMMARY: The Department is pro- 
mulgating new rules to govern expend- 
itures for sterilizations provided under 
various Department programs. Three 
parallel sets of regulations are being 
issued. This set applies to programs of 
Federal financial assistance adminis- 
tered by the Public Health Service; 
the other two sets, which appear in 
this issue of the FEDERAL REGISTER, 
apply to the progams administered 
under title XIX of the Social Security 
Act and the social services programs 
administered -by the Administration 
for Public Services of the Office of 
Human Development Services. The 
rules are being revised at this time be- 
cause the recent decision in Relf v. 
Weinberger, C.A. No. 74-1797 (D.C. 
Cir. 1977) resolved questions as to the 
scope to the Department’s authority 
to regulate in this area. Based on its 
experience under the rules which cur- 
rently apply to sterilizations under the 
Federal programs and the public com- 
ment received during rulemaking, the 
rules below establish new rules appli- 
cable to sterilizations. 


EFFECTIVE DATE: These rules are 
effective February 6, 1979. 


FOR FURTHER INFORMATION 
CONTACT: 


Marilyn L. Martin, Hubert Hum- 
phrey Building, Room 722-H, 200 In- 
dependence Avenue SW., Washing- 
ton, D.C. 20201, 202-245-7581. 


SUPPLEMENTARY INFORMATION: 
On December 13, 1977, the Depart- 
ment of Health, Education, and Wel- 


fare proposed new rules to govern Fed- - 


eral Financial participation in steril- 
izations funded through various pro- 
grams administered by the Depart- 
ment under the Social Security Act 
and the performance of sterilizations 
by programs and projects funded by 
the Public Health Service. 42 FR 
62718. In addition to inviting written 
comments on the proposed rules, the 
Department held public hearings, 
both in Washington, D.C., and in the 
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Department’s 10’regions, to get the 
views of interested persons. The sub- 
stance of the comments received, both 
through the hearings and the approxi- 
mately 500 written comments submit- 
ted, is set forth below. A discussion of 
the Department’s actions in response 
to those comments also appears. The 
historical context in which the De- 
partment’s policies on_ sterilization 
were developed, the rules previously 
applicable to sterilizations, relevant 
provisions of the proposed and final 
rules and the Federal programs them- 
selves are summarized at the outset. 
The discussion below applies to the 
rules being issued on this date which 
apply to programs funded by the 
Public Health Service, title XIX of the 
Social Security Act (‘““Medicaid”’), and 
the social services programs under 
titles I, IV,-A, X, XIV, XVI (AABD), 
and XX of the Social Security Act. 
The rules applicable to the Public 
Health Service programs appear 
below; the rules applicable to title 
XIX appear elsewhere in this issue of 
the FEDERAL REGISTER. The rules appli- 
cable to the social services programs 
also appear elsewhere in this issue. 


I. THE DEVELOPMENT OF THE DEPART- 
MENT’S POLICIES ON FEDERALLY 
FUNDED STERILIZATIONS 


A. POLICIES OF THE CURRENT RULES 


1. Background. Before 1973, the De- 
partment funded sterilizations, among 
other family planning services, under 
a number of: Department programs. 
Although the statutes authorizing 
such services all required that receipt 
of such services be ‘‘voluntary,’! the 
Department had not defined what 
that term meant in the context of 
sterilization. In mid-1973, several 
tragic examples of sterilization abuse 
under the Federal programs were 
brought to its attention—the steriliza- 
tion of the adolescent Relf sisters in 
Alabama and a case of coerced steril- 
ization in South Carolina. The Depart- 
ment responded to these situations in 
July 1973 by imposing a moratorium 
on the Federal funding of sterilization 
of persons under 21 or legally incapa- 
ble of consent. 

In September 1973, the Department 
began rulemaking proceedings, which 
ultimately resulted in the rules issued 
on February 6, 1974. Those rules per- 


‘Under title XIX of the Social Security 
Act (“Medicaid”) family planning services 
are to be provided to “eligible individuals 
who desire such __ services.” Section 
1905(aX4XC), 42 U.S.C. 1396d(a)(4(C) title 
V of the Act provides that “acceptance of 
family planning services * * * shall be volun- 
tary on the part of the individual to whom 
such services are offered * * *” Section 
508(ax(3), 42 U.S.C. 708(a)(3). Title X of the 
Public Health Service Act authorizes sup- 
port for “voluntary family planning pro- 
jects.” Section 1001(a), 42 U.S.C. 300(a). 


mitted, among other things, the steril- 
ization of minors and persons legally 
incapable of giving consent if certain 
procedures were followed. 39 FR 4730. 
The Relf litigation was initiated imme- 
diately to enjoin implementation of 
those rules. In March 1974, Judge 
Gesell of the United States District 
Court for the District of Columbia 
held that the February 6 rules were 
inconsistent with the statutory re- 
quirement of voluntariness insofar as 
they permitted the provision of steril- 
ization to persons who could not give 
legally effective consent under State 
law, and permanently enjoined the 
Department from providing Federal 
funds for the sterilization of such per- 
sons. Relf v. Weinberger, 372 F. Supp. 
1196 (D. D.C. 1974). Although the De- 
partment appealed the Relf decision, 
in April 1974 it adopted as an interim 
measure the rules summarized in sec- 
tion 2 below. 

2. Current policies. The current poli- 
cies are found in the existing rules, 42 
CFR 50.201-50.204 and 45 CFR 205.35, 
and in the moratoruim on any steril- 
ization of individuals under 21 or le- 
gally incapable of consenting to be 
sterilized declared by the Secretary on 
July 27, 1973, 38 FR 20903 (August 3, 
1973). These policies are still in effect 
and will remain in full force until the 
date these rules become effective, 60 
days from the date of their publica- 
tion. In brief, the current policies are: 

a. Federal financial participation is 
available only in the sterilization of - 
people at least 21 years old who are 
mentally competent under State law. 
In other words, Federal funding is not 
available for any sterilization of a 
person who is either under 21 or who 
is mentally incompetent. 

b. In Medicaid and the social services 
programs, Federal financial participa- 
tion is available in the sterilization of 
people at least 21 years old only where 
informed consent, as defined and re- 
quired by the current rules, is ob- 
tained. In all except so-called thera- 
peutic sterilizations, legally effective 
informed consent must be obtained at 
least 72 hours prior to the steriliza- 
tion. In the programs administered by 
PHS, PHS-supported projects may not 
perform or arrange for the perform- 
ance of sterilizations unless these con- 
ditions are met. 


B. POLICIES OF THE PROPOSED RULES 


1. Background. In 1977, the Court of 
Appeals for the District of Columbia 
vacated the injunction entered against 
the Department in 1974. It further in- 
dicated that the Department had the 
legal authority to define a Federal 
standard of “voluntariness” and took 
note of the Department’s intention to 
engage in rulemaking to devise that 
standard. Relf v. Weinberger, C.A. No. 
74-1797 (D.C. Cir. 1977). Shortly 
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thereafter, the Department published 
the proposed rules for public com- 
ment. 

2. Proposed rules. The proposed 
rules proposed the following policies: 
(1) Retention of the minimum age of 
21. (2) Extension of the waiting period 
from 72 hours to 30 days. (3) Alterna- 
tives for the sterilization of mentally 
incompetent individuals with the ca- 
pacity to give informed consent: under 
one option, the present ban on the 
sterilization of such individuals (and 
all other mentally incompetent indi- 
viduals) would continue; under the 
other option, the sterilization of such 
individuals would be permitted where 
they are capable of understanding and 
consenting to the sterilization and if 
certain procedural safeguards were 
followed. (4) Limitation of the circum- 
stances under which institutionalized 
individuals could be sterilized. (5) Pro- 
hibition of payment for hysterecto- 
mies done for family planning pur- 
poses and provision to persons under- 
going hysterectomies for other, non- 
family planning purposes of informa- 
tion that the procedure results in ste- 
rility, along with a written acknowl- 
edgement that such information was 
presented. (6) The following changes 
to the informed consent procedures of 
the current regulations: (a) individuals 
to be sterilized would be required to be 
informed of the elements of informed 
consent orally; (b) if the consent form 
was not in the individual’s primary 
language, an interpreter was required; 
(c) provision for handicapped individ- 
uals was required; (d) certifications as 
to certain facts from the individual ob- 
taining the consent, the physician per- 
forming the procedure, and, where ap- 
plicable, the interpreter was required; 
(e) instead of the alternative ‘‘long” 
and “short” form consent forms per- 
mitted under the present regulations, 
use of a specific consent form was 
mandated; (f) documentation of com- 
pliance with the consent form and 
other requirements as required as a 
condition of payment for the proce- 
dure. 


C. POLICIES OF THE FINAL RULES 


1. Policy considerations. In develop- 
ing the final rules, the Department 
has attempted to reconcile several 
competing policy considerations. Two 
of these are statutory. On the one 
hand, it is the policy of all of the Fed- 
eral statutes under which family plan- 
ning services are provided to encour- 
age access to and use of those services, 
including sterilization. On the other 
hand, it is also the policy of those stat- 
utes that receipt of such services be 
voluntary, and that no one be steril- 
ized ? in the absence of full knowledge 


2Section 205 of Pub. L. 94-63, 42 U.S.C. 
300a-8 (note), makes it a felony, punishable 
by a fine up to $1,000, or by imprisonment 
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or against one’s will. Implementation 
of this policy requires a strong en- 
forcement program including monitor- 
ing of the recipients of Federal finan- 
cial assistance to see that the proce- 
dural safeguards contained in the reg- 
ulation are followed. Therefore, at the 
same time that safeguards are built 
into the sterilization consent process, 
these requirements must be carefully 
crafted to permit effective enforce- 
ment. ; 

Accommodating these three policy 
considerations has required making 
difficult judgments, since they in 
many cases dictate conflicting results. 
However, these rules reflect what is 
hoped to be a workable balance be- 
tween them, in which no one consider- 
ation is given so much weight that an- 
other is not achieved, and in which 
the overall goal of providing federally 
funded sterilizations to those who vol- 
untarily choose this service is realized. 

The final rules resolve the compet- 
ing considerations of insuring access to 
sterilization and insuring that this 
access does not lead to involuntary 
sterilizations in two ways. They limit 
the access of those individuals least 
able to give an informed consent or 
those least able to understand the con- 
sequences of a permanent and irre- 
versible sterilization. In addition, they 
establish procedures to insure that 
those individuals who have access to 
federally funded sterilizations are pro- 
vided an opportunity to make an in- 
formed and voluntary choice. This 
must be accomplished without burden- 
some administrative procedures or ex- 
cessive paperwork. 

These approaches have been devel- 
oped in light of the third considera- 
tion guiding the Department’s deci- 
sionmaking—the need to ensure. the 
enforceability of the rules. The De- 
partment’s enforcement record was 
criticized repeatedly at the public 
hearings and in many of the written 
comments. Therefore, in designing 
these rules the Department had to 
consider not only its need to develop 
effective safeguards against abuse but 
also its need to enforce them. This has 
dictated the adoption of policies that 
minimize exceptions, that do not make 
subtle or individual distinctions, and 
that are susceptible to verification or 
documentation. 

Because the proposed rules carried 
forward some of the current policies, 
the Department scrutinized the public 
comment for evidence that the current 
rules have either unduly restricted 
access to sterilization services or alter- 
natively, that they have permitted 
abuse of those services. It also paid 


of up to one year, or both, to coerce any 
person to undergo an abortion or steriliza- 
tion through the threat of withholding any 
service or benefits under a program receiv- 
ing Federal financial assistance. 
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particular attention to the experience 
gained in the administration of similar 
requirements in various jurisdictions, 
such as New York and California, as 
well as the testimony of individuals fa- 
miliar with situations outside the Fed- 
eral programs. On this basis and based 
on its own experience in adminstering 
the current rules, it has revised the 
proposed rules as described below. 

2. Final rules. a. Eligibility for Feder- 
ally funded sterilizations—The claims 
of involuntary sterilization poignantly 
made by the plaintiffs in cases such as 
Relf v. Weingberger, supra, and Mad- 
rigal v. Quilligan, CA. No. 75-2057 
(C.D. Cal. 1975), along with the testi- 
mony and comments elicited during 
rulemaking concerning the need for an 
enforceable program, have led the De- 
partment to adopt the following poli- 
cies with regard to access to steriliza- 
tion. 

The final rules prohibit Federal 
funding of sterilizations to any of the 
following: Persons under 21, mentally 
incompetent persons, and institution- 
alized persons. The public comment 
produced no hard evidence that the 
first two restrictions created undue 
hardship in the past. Indeed, there 
was a balance between examples cited 
of potential hardship and of potential 
for abuse if the policies were made less 
restrictive. Given the irreversibility of 
the procedure, the Department feels 
that the balance should be struck in 
favor of safeguarding such persons 
from potential sterilization abuse. 

b. Informed Consent—There is no 
evidence that the existing procedures 
requiring. informed consent have 
unduly impeded access to sterilization 
services. To the contrary, in fiscal year 
1976 alone, medicaid reimbursed State 
claims for the sterilization of over 
67,000 individuals. 

However, both the Department’s ex- 
perience with the current rules and 
the public comments suggested the 
need to improve those procedures in 
certain respects. First, the public com- 
ment suggested the need to provide 
additional safeguards. Second, much 
concern was voiced about the burden- 
someness of some of the proposed pro- 
cedures. Third, the public comment 
also stressed the need for adequate 
monitoring and enforcement of the 
procedures. The Department is like- 
wise cognizant of this last need, and it 
is concerned about the difficulty of 
monitoring and enforcing compliance 
with complex procedures in national 
programs. 

The final rules attempt to accommo- 
date these concerns. The requirements 
that have been added to the regula- 
tions are all aimed at increasing the 
understanding of the individual to be 
sterilized while at the same time im- 
posing minimal burdens on providers. 
For example, the Department has ex- 
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e 
plicitly prohibited the obtaining of 
consent while a woman is in the hospi- 
tal for labor or childbirth. This should 
eliminate the major situation in which 
coercion is alleged to have taken place. 
Neither this requirement, nor the 
other requirements such as allowing a 
witness to be present when consent is 
obtained, providing for the expiration 
of the consent form in 180 days and 
giving a copy of the consent form to 
the individual to be sterilized should 
burden significantly the physician pro- 
viders. To the contrary, they accord 
with sound medical practice by assur- 
ing a knowledgeable patient. 

The Department has responded also 
to the major objection voiced by phy- 
sicians and others concerned with 
access to sterilization services. While 
the 30-day waiting period has been re- 
tained, the final rules provide for a 
waiver by the patient in certain cir- 
cumstances. This change will give pro- 
viders the flexibility they need to per- 
form sterilizations in a limited group 
of cases—those delivering prematurely 
or having emergency abdominal sur- 
gery—without the added risk of a 
second operation, even if 30 days have 
not elapsed from the date consent was 
obtained. Moreover, while this does 
provide an exception, it is one in 
which verification of the circum- 
stances will be possible and the condi- 
tions for operation of the waiver can 
be documented. 

These and other changes in the final 
rules are discussed more fully in sec- 
tion ITI. 


II. FEDERAL PROGRAMS UNDER WHICH 
STERILIZATION Is PROVIDED 


The Department funds family plan- 
ning services, including sterilizations, 
under several Federal statutes. Three 
agencies within the Department are 
responsible for administering pro- 
grams under which sterilizations are 
performed—the Medicaid Bureau 
(MMB) of the Health Care Financing 
Administration (HCFA), the Adminis- 
tration for Public Services (APS) of 
the Office of Human Development 
Services (OHDS), and the Public 
Health Service (PHS). 


A. THE MEDICAID PROGRAM 


The medical assistance (medicaid) 
program undeér title XIX of the Social 
Security Act, 42 U.S.C. 1396, et sea., 
which is administered by MMB, pro- 
vides for Federal matching of reim- 
bursements for family planning serv- 
ices pursuant to sections 1902(a)13) 
and 1905(a4(C) of the Act, 42 U.S.C. 
1396a(aX13) and 1396d(4.(C). MMB 
has not defined family planning serv- 
ices by regulation; however, its policy 
has been to consider sterilization as a 
federally funded family planning serv- 
ice. 
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B. THE TITLE XX SOCIAL SERVICES 
PROGRAM 


Title XX of the Social Security Act, 
which is administered by APS, autho- 
rizes grants to States for social serv- 
ices, including family planning serv- 
ices. See section 2002(a)(1) of the Act, 
42 U.S.C. 1397a(a)(1). While title XX 
itself does not mandate the provision 
of family planning services, however, 
title IV-A effectively does mandate 
such services in a State’s Title XX 
plan. In order for a State to qualify 
for Federal financial participation 
under title IV-A of the Social Security 
Act (aid to families with dependent 
children), the State’s title IV-A plan 
must provide that family planning 
services will be provided under title 
XX. Section 402(a15) of the Social 
Security Act, 42 U.S.C. 602(a)(15) as 
amended by Pub. L. 93-647 (the legis- 
lation enacting title XX). 


C. THE AFDC AND AGED, BLIND AND DIS- 
ABLED PROGRAMS IN GUAM, PUERTO 
RICO, AND THE VIRGIN ISLANDS 


In Guam, Puerto Rico, and the 
Virgin Islands, titles I, X, XIV, and 
XVI of the Social Security Act are rel- 
evant to the provision of sterilizations. 
(In all other jurisdictions those titles 
have been superseded by the new title 
XVI (Supplemental Security Income) 
and title XX (Social Services).) Each 
of those titles provides, at subsection 
(cX1) of sections 3, 1003, 1403, and 
1603, and 1353(c1), 42 U.S.C. 
303(cx1), 1203(c(1), and 881, respec- 
tively, that in order to qualify for Fed- 
eral payments the State plan must 
provide that the State agency must 
make available “at least those services 
to help them attain or retain capabili- 
ty for {self-support or] self-care which 
are prescribed by the Secretary.” (The 
bracketed words do not appear in title 
I.) 45 CFR 222.59, applicable to the 
original adult titles, authorizes family 
planning as an optional service under 
those titles. 45 CFR 222.7 (also appli- 
cable to the original adult titles) pro- 
vides that “eligible individuals must be 
free to determine whether to accept or 
reject services from the agency.” 

Title IV-A reads virtually identically 
for Guam, Puerto Rico, and the Virgin 
Islands as for the other States except 
that the provision in section 402(a)(15) 
referring to title XX does not apply. 
In these jurisdictions section 
402(a)(15) requires that the title IV-A 
plan itself must provide for family 
planning services. 


D. PROGRAMS ADMINISTERED BY THE 
PUBLIC HEALTH SERVICE 


Title V of the Social Security Act, 
which is administered by PHS, re- 
quires each Staite, as a condition to the 
receipt of formula grant funds for ma- 
ternal and child health and crippled 


children’s services, to include in its 
State plan a program of family plan- 
ning service projects. See section 
505(aX8) of the Act, 42 U.S.C. 
705(aX(8). 

PHS also funds sterilizations under 
title KX of the Public Health Service 
Act. Section 1001(a), 42 U.S.C. 300(a). 
In addition, family planning services 
are included in the care offered by 
community health centers under sec- 
tion 330 of the Public Health Service 
Act, 42 U.S.C. 254c, and in the migrant 
workers health program under section 
319 of the Act, 42 U.S.C. 247d. 

Public Health Service personnel per- 
form sterilizations in PHS hospitals, in 
the Indian Health Service, and in 
other direct programs. Although these 
rules govern only sterilizations funded 
in the programs of Federal financial 
assistance, the policies of the rules are 
simultaneously being made applicable 
to these direct programs by adminis- 
trative directive. 


lil. SumMaRyY OF PuBLIC COMMENT AND 
CHANGES TO THE RULES 


The preamble to the Notice of Pro- 
posed Rulemaking identified several 
major issues on which public comment 
was particulary solicited. Specifically, 
the public was asked to comment on 
the definition of ‘sterilization’ in the 
proposed rules, the appropriateness of 
the 30-day waiting period, the appro- 
priateness of the age 21 minimum, the 
provisions relating to the sterilization 
of mental incompetents and institu- 
tionalized individuals, the effective- 
ness of the informed consent proce- 
dures of the proposed rules, and the 
appropriateness of excluding hysterec- 
tomy as a family planning technique. 
In general, the public comment fo- 
cused on these major issues. The dis- 
cussion of the public comment and the 
revisions to the proposed rules below 
likewise is organized around these 
major issues. 

The policies adopted for both the 
programs funded under the Social Se- 
curity Act and those funded under the 
Public Health Service Act are identi- 
cal. The regulations differ only in the 
choice of regulatory mechanism, since 
the HCFA and APS programs regulate 
by restricting Federal financial partici- 
pation if the Federal requirements are 
not followed, while PHS regulates pri- 
marily by making following the re- 
quirements a condition of the grant. 
Consequently, differences between the 
two types of regulations are generally 
mechanical in nature. Since the poli- 
cies are the same and in the interests 
of brevity and clarity, only the PHS 
regulations are set out in full in the 
preamble below, with references to the 
corresponding sections of the HCFA 
regulations. 
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A, DEFINITION OF “‘STERILIZATION” 


Text of proposed rule (42 CFR 
50.202(a). (CF., 45 CFR 205.35-2(a)): 


“Sterilization” means any medical proce- 
dure or operation for the purpose of render- 
ing an individual permanently incapable of 
reproducing. 


Text of final rule (42 CFR 50.202. 
(CF., 42 CFR 441.251)): 


“Sterilization” means any medical proce- 
dure, treatment, or operation for the pur- 
pose of rendering an individual permanently 
incapable of reproducing. 


Summary of Public Comment 


Over 50 comments were received on 
the definition of sterilization. Approxi- 
mately one-quarter of these endorsed 
the proposed definition. The remain- 
ing comments made the following 
points: 

1. Several comments recommended 
that the word “solely” or “primarily” 
be inserted before the word “pur- 
posed,” to emphasize that the regula- 
tions do not apply to procedures done 
for other purposes. Two comments 
suggested that the definition be 
amended to exclude explicitly proce- 
dures which, while they produce steril- 
ity, are done for purposes totally unre- 
lated to the intent to sterilize, e.g., 
hysterectomy for uterine carcinoma. 

2. A number of comments dealt with 
the question of whether the definition 
of sterilization should distinguish be- 
tween “therapeutic” and ‘nonthera- 
peutic” sterilizations and, if so wheth- 
er therapeutic sterilizations should be 
covered by some or all of the proposed 
requirements. The comments argued 
that a procedure which is medically in- 
dicated should not be encumbered 
with the restrictions of the regula- 
tions. One commenter suggested, on 
the other hand, that the definition 
should be amended to state that it 
covers both thérapeutic and nonthera- 
peutic sterilizations. 

3. A number of comments disagreed 
with the definition’s test of whether 
or not a procedure is a sterilization, 
i.e., whether the purpose of the proce- 
dure is to produce sterility. It was sug- 
gested that the purpose test creates a 
loophole, in that practitioners will 
avoid the restrictions of the regula- 
tions simply by articulating a different 
purpose for a procedure. To close this 
loophole, it was suggested that the 
test instead be whether the procedure 
would have the effect of producing 
sterility, possibly with an exception 
for cases where the procedure is neces- 
sary to correct a substantial danger to 
life or health. 

4. Several comments stated that the 
definition should be modified to re- 
flect the likelihood of failure and/or 
reversibility of sterilizations. It was 
suggested that absent such a modifica- 
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tion, the definition is medically inac- 
curate, since there is a small risk of 
failure and some chance of reversing 
certain sterilization procedures (e.g., 
tubal ligations). One commenter also 
pointed out that advances in medical 
technology (such as the availability of 
sperm banks and artificial insemina- 
tion) would remove many sterilizations 
from the definition. 

5. Several comments pointed out 
that it is possible to sterilize by admin- 
istering certain drugs or x-rays, and 
the definition as proposed would not 
cover such cases. It was suggested that 
tthe word ‘‘treatment” be added to the 
definition to close this loophole. 

6. Other suggestions included adding 
a reference to “males,” adding a refer- 
ence to “emergency” and “nonemer- 
gency” sterilizations, and modifying 
the definition to explicitly exclude 
hysterectomies. 


Department’s Response 


The Department agrees that the 
comment discussed in paragragh 5 
above identifies a loophole in the defi- 
nition of sterilization. The definition 
has accordingly been modified to in- 
clude ‘“‘treatment” (by drugs or x-rays) 
for the purpose of inducing sterility. 
The remainder of the comments have 
not been accepted, for the following 
reasons. 

1. The comments which suggested 
modifying the word “purpose” with 
“solely” or “primarily,” introducing 
the ‘“therapeutic’’/‘‘nontherapeutic” 
distinction, and_ substituting an 
“effect” test for the ‘purpose’ test 
have been rejected for related reasons. 
As a policy matter, the Department 
believes that the procedural protec- 
tions of the regulations should apply 
to so-called “therapeutic” steriliza- 
tions (i.e., ones which are medically in- 
dicated but one of the purposes of 
which is to produce sterility), as well 
as to those sterilizations done solely 
for family planning purposes. In 
either case, the individual is making a 
decision which is usually irreversible. 
To the extent any other medical op- 
tions exist (such as alternative forms 
of birth control), he or she should 
have the opportunity to exercise that 
option. If less stringent requirements 
apply to therapeutic sterilizations 
than to nontherapeutic sterilizations, 
there may also be an incentive to char- 
acterize as therapeutic a sterilization 
that properly should be characterized 
as nontherapeutic or the two defini- 
tions might be appied differently by 
different providers, creating problems 
for monitoring and _ enforcement. 
Thus, the therapeutic/nontherapeutic 
distinction has not been added to the 
definition, nor have the words “‘solely” 
and “primarily”, which would have 
the effect of introducing the distinc- 
tion, been added. Since the definition 


52149 
clearly applies to both types of steril- 
ization, however, it was considered un- 
necessary to add an explicity state- 
ment to that effect. 

It should be emphasized that the 
definition as proposed and adopted 
does not cover medical procedures 
which, while they may have the effect 
of producing sterility, have an entirely 
different purpose, such as removal of a 
cancerous uterus or prostate gland. In 
such a case, there is no reasonable al- 
ternative to the procedure. The point 
of the informed consent and other 
procedural requirements of the regula- 
tions is to permit exercise of a repro- 
ductive choice. However, since there is 
no choice in such a situation and im- 
position of such procedural require- 
ments could also be medically inadvis- 
able, the rationale for imposing the re- 
quirements does not apply. Since the 
“effect” test would reach such situa- 
tions, it was rejected as too broad. 

2. The proposed definition has not 
been modified to reflect the risk of 
failure and likelihood of reversing the 
procedure. The definition’s test of 
sterilization is whether the purpose of 
the procedure is to produce sterility, 
and the risk of failure and chance of 
reversal are unrelated to this test. Spe- 
cifically, the accepted medical purpose 
in all such procedures is to produce 
permanent sterility, not to produce 
sterility in all but a few cases or for 
some temporary time period. 

The questions of incorporating pro- 
vision for sterilization procedures 
which medical technology may in the 
future make reversible is more prob- 
lemmatic. Since such situations are at 
present hypothetical and thus their 
ramifications cannot be understood, 
however, the Department considers it 
inadvisable to establish rules relating 
to them at this time. 

3. The suggestion that the definition 
refer to “males” has been rejected as 
redundant. The suggestion that the 
definition explicitly exclude hysterec- 
tomies was not adopted for two rea- 
sons: (1) Hysterectomy is still used as 
a sterilization procedure and to ex- 
clude it from the definition of steril- 
izations would artificially ignore 
common medical practice; and (2) it is 
felt that the concern underlying the 
suggestion—to make clear that hyster- 
ectomies for family planning purposes 
are not an approved form of steriliza- 
tion—is more appropriately handled 
through a prohibition on their use, 
rather than by limiting the definition. 


B. 30-DAY WAITING PERIOD 
Text of Proposed Rule 


1. 42 CFR 50.204 (Cf, 45 CFR 205.35- 
4(b)): 


Programs or projects to which this sub- 
part applies shall perform or arrange for 
the performance of sterilization of a mental- 
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ly competent individual only when the fol- 
lowing requirements are met: 


* = * * » 


(b) At least 30 days have passed between 
the date of informed consent and the date 
of the sterilization. 


2. Related requirements: 42 CFR 
50.203(ax7) (Cf. 45 CFR 205.35- 
3(aX(7)); 42 CFR 50.203(b)(4)ii) (CF., 
45 CFR 205.35-3(b)(4)ii)); appendix. 
For text of these sections, see sections 
F and G below. 


Text of Final Rule 


1. 42 CFR 50.203 (Cf, 42 CFR 
441.256(b), (c)): 


Programs or projects to which this sub- 
part applies shall perform or arrange for 
the performance of sterilization of a mental- 
ly competent individual only if the follow- 
ing requirements have been met: 


a * * * a 


(d) At least 30 days but no more than 180 
days have passed between the date of in- 
formed consent and the date of sterilization, 
except in the case of premature delivery or 
emergency abdominal surgery. An individu- 
al may consent to be sterilized at the time 
of premature delivery or emergency abdomi- 
nal surgery if at least 72 hours have passed 
after he or she gave informed consent to 
sterilization. In the case of premature deliv- 
ery, the informed consent must have been 
given at least 30 days before the expected 
date of delivery. 


2. Related requirements: 42 CFR 
50.204(a)(7) (Cf., 42 CFR 
441.257(a)(1)(vii)); 42 CFR 50.205(c)(2) 
(Cf., 42 CFR 441.258(c)(2)); appendix. 
For text of these sections, see sections 
F and G below. 


Summary of Public Comment 


Almost 300 comments addressed the 
30 day waiting period requirement of 
the proposed rules. The majority of 
these comments (over 200) either op- 
posed it absolutely or advocated provi- 
sion for waiver of the waiting period 
for special circumstances. The com- 
ments articulated the following con- 
cerns: 

1. The comments supporting the 30- 
day waiting period as proposed cited 
several reasons for adopting the re- 
quirement. First, 30 days would pro- 
vide the time necessary to consult 
with family, friends and others about 
the procedure and its irreversible con- 
sequences. Second, the 30-day period 
would also allow adequate time for the 
individual to get away from the envi- 
ronment in which consent was ob- 
tained and, to the extent the person 
was intimidated by that environment, 
would allow more exercise of choice. 
Third, it was suggested that there is 
no such thing as an “‘emergency” ster- 
ilization, and thus the 30-day waiting 
period would not work a hardship. 


s . 
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The experience in New York City 
under a similar 30-day waiting period 
requirement was cited as an example 
that such a requirement does not duly 
interfere with access to services. 

2. Comments opposing the 30-day 
waiting period requirement gave sever- 
al grounds for their opposition. A 


_number of comments stated that the 


waiting period—which is generally not 
required for persons who can afford to 
pay for their own sterilizations—would 
discriminate against the poor. Many 
comments also pointed out that the 
waiting period would create a hard- 
ship for and limit access to steriliza- 
tions for residents of rural areas, mi- 
gratory workers, and many low-income 
individuals. Such individuals may find 
it difficult to get to a health care fa- 
cility and hence do so only infrequent- 
ly, because of the travel time involved 
or, where the sterilization is per- 
formed 30 days or more after delivery, 
the necessity of arranging for child 
care. In this regard, several comments 
cited the example of North Carolina, 
where a 30-day waiting period require- 
ment was repealed in 1973 on the 
ground that it unduly impeded access 
to sterilization for residents of rural 
areas and patients with emergency 
conditions. a few physicians also 
stated that the New York and Califor- 
nia waiting period requirements had 
likewise occasioned hardship. Another 
objection voiced was that the 30-day 
waiting period would mean that per- 
sons whose eligibility for medicaid ter- 
minated during that period would be 
unable to obtain a federally funded 
sterilization. Several comments object- 
ed that the waiting period was overly 
broad and should not apply to men or 
to nonpregnant women, since they 
would not be subject to the coercion 
associated with obtaining a consent 
during labor, delivery, or abortion. 
Other comments objected to the wait- 
ing period per se on the grounds that 
it (1) is arbitrary and will not prevent 
abuse, and (2) constitutes excessive 
regulation of medical practice. 

The majority of objections to the 
waiting period as proposed, however, 
stemmed from concern about hard- 
ships it would cause in certain excep- 
tional situations. Specifically, imposi- 
tion of an inflexible requirement in 
cases of premature delivery, emergen- 
cy abdominal surgery or unanticipated 
abortion was objected to as medically 
unsound. If a rigid requirement is im- 
posed in such cases, the individual will 
have to undergo two surgical proce- 
dures, with concomitantly increased 
risks. It was suggested that since none 
of these circumstances is foreseeable 
and they can also be documented, 
there is little likelihood that a waiver 
covering these circumstances would be 
subject to abuse. Several comments 
recommending such a waiver suggest- 


ed nevertheless that no waiver be per- 
mitted for a short time period (e.g., 72 
hours) after consent was obtained in 
order to ensure that the consent was 
not obtained under the stress of labor 
or another medical emergency. 


Department’s Response 


The Department is persuaded by the 
numerous comments objecting to the 
inflexibility of the 30-day waiting 
period as proposed for the reasons set 
out above. Consequently, the final rule 
adopts provision for waiver by the in- 
dividual of the waiting period require- 
ment in cases of emergency abdominal 
surgery or premature delivery. It 
should be noted, however, that the 
waiver does not apply to cases of unan- 
ticipated abortions, since—unlike situ- 
ations involving emergency abdominal 
surgery or premature delivery—an 
abortion in the first trimester of preg- 
nancy is not generally considered a 
major surgical procedure with conse- 
quent double exposure to the risks of 
major surgery. Moreover, since Feder- 
al funding for abortion is currently re- 
stricted by law, the Department is con- 
cerned that permitting waiver in cases 
of unanticipated abortion may create 
potential for abuse, in that women 
may be persuaded to consent to a ster- 
ilization in order to obtain an abortion 
funded from other resources. 

To ensure that the waiver provision 
is not abused, however, two other re- 
quirements have been added. Specifi- 
cally, even in a case to which the 
waiver would otherwise apply, a feder- 
ally funded sterilization may not be 
performed less than 72 hours after the 
consent was obtained. Moreover, 
where the waiver applies, the physi- 
cian performing the procedure is re- 
quired to certify that the sterilization 
was performed less than 30 days but 
more than 72 hours after consent was 
obtained because of emergency ab- 
dominal surgery or premature deliv- 
ery, as applicable, and furnish certain 
details. See 42 CFR 50.205(c)(2) (CT., 
42 CFR 441.258(c)(2)); appendix (phy- 
sician’s certification). It is felt that 
this latter requirement will both dis- 
courage abuse and facilitate monitor- 
ing of compliance. 

The Department has rejected the re- 
mainder of the comments, for the fol- 
lowing reasons: 

1. The Department disagrees with 
and has not accepted the numerous 
recommendations for a shorter or no 
waiting period. The purpose of the 
waiting period is twofold: (1) To give 
the individual sufficient time for care- 
ful consideration of the sterilization 
decision, and (2) in cases where con- 
sent is obtained in an intimidating en- 
vironment or stressful situation (such 
as during hospitalization), to increase 
the likelihood that those individuais 
will be able to reconsider the decision 
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free of those circumstances. It is felt 
that the 30-day period responds to 
both of these considerations while not 
creating an undue lag between the 
consent and performance of the proce- 
dure. While the choice of 30 days is 
admittedly somewhat arbitrary, the 
Department notes that it poses no 
medical burden (in terms of additional 
surgical procedures) greater than a 
waiting period of, say, 7 or 14 days. It 
has, however, the advantage of giving 
the individual more time to reflect on 
the consequences of the decision than 
those shorter periods. Moreover, the 
Department does not agree that the 
waiting period will necessitate an addi- 
tional and unnecessary hospitalization 
and exposure to surgery. In most 
cases, the consent can be obtained well 
in advance of the anticipated hospital- 
ization for delivery. In cases where 
there is a premature delivery or emer- 
gency abdominal surgery intervening 
before the 30-day waiting period has 
run, provision for waiver of the wait- 


ing period in most such cases has been 


added. 

2. The most troublesome policy 
issues are presented by those com- 
ments pointing out the barrier to 
access which the waiting period raises 
for certain people who, by virtue of 
their circumstances, have difficulty 


obtaining health care (e.g., migrants, 
rural residents, persons whose medic- 
aid eligibility terminates during the 
waiting period). Fhe Department rec- 


ognizes that for such individuals the 
waiting period may pose a substantial 
hardship. Nevertheless, it does not be- 
lieve that provision for waiver of the 
waiting period should be made for 
such individuals. Provision for waiver 
in such cases would be extremely hard 
to administer and susceptible to abuse. 
For example, even assuming that a 
definition of rural areas satisfactory 
for these purposes could be developed, 
applying it would call for complex 
judgments in each case. Monitoring 
the application of such a waiver provi- 
sion would also call for knowledge and 
information about the transportation 
and population characteristics of rural 
areas that the Department does not 
have. With respect to migrants, assum- 
ing the provision for waiver were tied 
to job movement within the waiting 
period, it would similarly be hard to 
ascertain whether such circumstances 
had indeed existed at the time the 
waiver was made, since the migrant 
will generally no longer be available to 
check with. While the situation of per- 
sons whose medicaid eligibility termi- 
nates is unfortunate, their situation is 
no different from that of persons 
whose eligibility terminates while they 
are waiting for treatment or admission 
for any other kind of scheduled medi- 
cal care. Such a situation is thus not a 
function of the waiting period per se 
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but rather of the structure of the med- 
icaid program itself. It is felt that on 
balance the difficulty of administra- 
tion and potential for abuse in provid- 
ing such waivers outweigh the advan- 
tages they would present. 

3. The Department has not accepted 
the suggestion that the waiting period 
be waived for males and nonpregnant 
women. The comments argued that 
since those individuals are not subject 
to coercion under labor or delivery, 


the waiting period is not needed. This , 


argument misconceives the rationale 
for the 30-day waiting period. The pur- 
pose of the 30-day waiting period is 
not just to prevent coercion but to 
insure, insofar as possible, that the in- 
dividual reflects carefully on the con- 
sequences of the proposed sterilization 
and makes a decision that he or she 
will not later regret, since the proce- 
dure must be considered to be irrevers- 
ible. Considerations that were not 
thought of at the time the consent 
was signed may become apparent later 
as the procedure is considered and dis- 
cussed with friends and family. These 
underlying policy considerations apply 
to males and nonpregnant females as 
much as they do to women in labor or 
delivery. Moreover, it appears that the 
universe of males and nonpregnant 
women seeking sterilization is large 
enough to make applying these re- 
quirements to that universe warrant- 
ed. For example, Departmental data 
for 1975 indicates that only 38 percent 
of tubal ligations were post-partum; 
thus, approximately 62 percent of ail 
tubal ligations were performed on non- 
pregnant women. Thus, the Depart- 
ment does not believe that waiver of 
the waiting period is appropriate for 
men and nonpregnant women. 

4. The Department disagrees with 
and has not accepted the comments 
which characterized the waiting 
period as “discriminatory,” “arbitrary” 
or “excessive.” The need to prevent 
abuse of sterilization dictates imposi- 
tion of procedural requirements that 
protect the right to choose. The wait- 
ing period helps serve this purpose, in 
that abuse appears likely to occur 
when persons are pressured or rushed 
into a decision. Moreover, the waiting 
period requirement as revised in these 
rules takes account of cases of medical 
hardship. Accordingly, the Depart- 
ment does not believe that it can fairly 
be characterized as arbitrary. 


C. MINIMUM AGE OF 21 
Text of Proposed Rule 


1. 42 CFR 50.204 (Cf, 45 CFR 205.35- 
4(c)): 


Programs or projects to which this sub- 
part applies shall perform or arrange for 
the performance of sterilization of a mental- 
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ly competent individual only when the fol- 
lowing requirements are met: 


* * * * * 


(c) The individual is at least 21 years old. 


2. Related. requirements: a. 42 CFR 
50.206 (Cf, 45 CFR 205.35-6): 


Programs or projects to which this sub- 
part applies shall not perform or arrange 
for the performance of sterilizations of indi- 
viduals under 21 years old. 


b. Appendix. For text of the Appen- 
dix, see section G below. 


Text of Final Rule 


1. 42 CFR 50.203(a) (Cf, 42 CFR 
441.253(a)): 


Programs or projects to which this sub- 
part applies shall perform or arrange for 
the performance of sterilization of an indi- 
vidual only if the following requirements 
have been met: 

(a) The individual is at least 21 years old 
at the time consent is obtained. 


2. Related requirements: Appendix. 
For text of the appendix, see section 
G below. 


Summary of Public Comment 


Approximately 150 comments ad- 
dressed the proposed rule to set the 
minimum age for sterilization under a 
Federal program at 21. Approximately 
one-quarter of them supported the age 
21 floor on sterilization as proposed. 
Most of the remaining comments ad- 
vocated lowering the floor to age 18 or 
the State age of consent or providing 
for waiver of the age 21 floor in cer- 
tain circumstances. A few comments 
urged raising the minimum age. The 
comments cited the following consid- 
erations in support of their respective 
positions: 

1. The comments supporting the age 
21 floor as proposed gave several rea- 
sons in support of their position. In 
general, it was suggested that persons 
under 21 are more susceptible to coer- 
cion than those over 21 and are more 
likely to lack the maturity to make an 
informed decision. Because the proce- 
dure is generally irreversible, these 
considerations favor protecting such 
individuals by limiting their access to 
the procedure. Also, several studies 
show a higher rate of regret at being 
sterilized among younger women than 
among those who were sterilized at a 
later age. (E.g., Moor, “Sequelae of 
Tubal Ligation, Medicial and Psycho- 
logical,’’ Am. J. Obs. Gyn., Vol. 101 No. 
3, June 1978, pp. 350-1.) A speaker 
from the New York City Health and 
Hospitals Corporation noted that ex- 
perience over a 2-year period with the 
Corporation’s ban on sterilizations of 
persons under 21 had produced only 
one instance where the policy had 
caused undue hardship. Several of the 
comments advocated adopting the age 
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21 floor as proposed, but re-evaluating 


it in 18 months or 2 years on the basis © 


of experience. 

2. The comments advocating raising 
the minimum age for sterilization to, 
among others, age 26 or 35, based this 
recommendation generally on the 
higher regret rate among young 
women discussed above and the fact 
that at age 21 persons are just enter- 
ing their prime childbearing years. 

3. The comments opposing the age 
21 floor as proposed cited a number of 
reasons for their opposition, as fol- 
lows: 

a. Many comments noted that the 
age of majority is 18 in virtually all 
States (47) and only in one State (Mis- 
sissippi) is the age of consent to medi- 
cal procedures as high as 21. Com- 
ments cited this as overwhelming evi- 
dence that—at least in the judgment 
of State legislatures—persons age 18 
and over have sufficient maturity to 
give informed consent to sterilization. 
Other comments advocated setting the 
minimum age at the age of consent set 
by State law, since capacity to consent 
to medical procedures has traditional- 
ly been an area regulated by the 
States. 

b. A number of comments also 
argued that many persons have com- 
pleted their families before the age of 
21 and should have the option of ter- 
minating reproduction before then 
also. In this regard statistics - were 
cited showing that in 1975 almost 
230,000 second and higher order births 
(including almost 35,000 third and 
higher order births, of which over 
5,000 were fourth and higher order 
births) occurred to women under 21 
years of age. In general, it was suggest- 
ed that where persons have had sever- 
al children at an early age, they are 
more likely to have the maturity to 
consent to sterilization and less likely 
later to regret the procedure, and thus 
should have access to it. A number of 
comments also pointed out that the 
age 21 floor would work a hardship on 
persons who have had one or more 
children at an early age, who do not 
want or medically should not have 
more children, and for whom other 
methods of contraception have been 
ineffective or are medically contraindi- 
cated. 

c. Many comments expressed con- 
cern about effect of the age 21 floor as 
it relates to the plight of some mental- 
ly retarded individuals under 21. Ac- 
cording to the comments, many such 
individuals are unable to use the tem- 
porary forms of. birth control, and 
cannot cope with pregnancy, birth, 
and child care. For some such individ- 
uals sterilization may thus mean the 
difference between institutionalization 
and deinstitutionalization, while for 
others it may be the most effective 
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means of preventing a frightening or 
debilitating experience. 

d. Other comments opposed the age 
21 on the grounds that it: (1) discrimi- 
nates against individuals under 21 and 
limits their rights of self-determina- 
tion; (2) usurps the State’s authority 
to regulate the age of consent for this 
procedure. 

4. A large number of comments ob- 
jected to the age 21 floor as proposed 
on the grounds of its inflexibility. 
These comments in general took the 
position that while the age 21 floor 
might be appropriate in most cases, in 
some cases it would create undue 
hardship. They accordingly suggested 
provision for waiver of the age 21 floor 
in certain circumstances. The follow- 
ing circumstances were suggested as a 
basis for waiver of the age 21 floor: 

a. Where the individual has a condi- 
tion or conditions (such as severe 
heart disease or advanced renal dis- 
ease) which make a pregnancy life- 
threatening, regardless of age; 

b. Where preganancy is inadvisable 
because the person has a short life ex- 
pectancy due to a congenital problem; 

c. Where pregnancy is inadvisable 
because there is a high probability of 
producing offspring with serious ge- 
netic disease; 

d. Where the woman to be sterilized 
has already had some number (e.g., 
two or three) of previous pregnancies 
resulting in miscarriage, still birth or 
detriment to her health. 

A number of the comments suggest- 
ing waiver in such circumstances advo- 
cated that procedural safeguards be 
required as a condition of the waiver. 
For example, they suggested safe- 
guards such as the review committee 
mechanism proposed for the steriliza- 
tion of mental incompetents or obtain- 
ing concurring opinions of one or two 
other physicians that the waiver was 
appropriate. It was suggested that if 
application of a waiver were tied to 
such procedural restrictions, potential 
for abuse would be small, particularly 
since the conditions under which 
waiver would be granted would gener- 
ally be objectively verifiable. 


Department’s Response 


The Department has decided to 
retain the age 21 floor as proposed. 
While much of the support for retain- 
ing the age 21 floor as proposed was 
admittedly anecdotal in nature, so was 
much of the evidence cited against it. 
The public comments did elicit some 
fairly persuasive evidence that the 
regret rate among young persons who 
have been sterilized is significantly 
higher than among those who were 
sterilized at a later age. These studies 
suggest that, even assuming that per- 
sons under 21 are capable of fully un- 
derstanding the ramifications of the 
decision to be sterilized, they will be 


more likely to regret that decision as 
their circumstances change in later 
years. For example, a recent study 
notes that— 


A crucial feature (in determining whether 
or not sterilization is regretted) appears to 
be the age at sterilization * * *. Norris sug- 
gested that sterilization under the age of 30 
may result in regret. These findings (of the 
Winston study) tend to support his view. 
(M. L. Winston, “Why 103 Women Asked 
for Reversal of Sterilization,” British Medi- 
cal Journal, Vol. 2, July 1977, at 306.) 


In the Department’s view, therefore, it 
is advisable to apply a policy of re- 
straint in ‘this area, particularly since 
it seems highly likely that young per- 
sons are indeed more susceptible to 
suggestion and coercion than are older 
individuals. As noted by the court in 
Voe v. Califano, C.A. No. N-77-195 (D. 
Conn., 1977): “the * * * evident pur- 
pose of an age 21 rule is to eliminate 
those instances where _ substantial 
questions of informed consent might 
arise, and that is plainly a legitimate 
objective.” 

However, recognizing that informa- 
tion on the ramifications of this im- 
portant policy is still imperfect, the 
Department has accepted the sugges- 
tion to review the operation of the reg- 
ulations at a later date, and will ac- 
cordingly undertake such review in 36 
months, to ascertain whether (1) the 
policy has caused undue hardship and 
(2) there is further evidence support- 
ing this policy choice. ; 

Proposed § 50.206 has been eliminat- 
ed. Since the final rules simplify the 
rules applicable to mental incompe- 
tents and institutionalized individuals, 
it was felt that the section was no 
longer needed for clarity, and it thus 
has been removed as redundant. The 
final rule has also been changed to 
clarify that the individual must be 21 
at the time consent is obtained. 

Other considerations entering into 
the Department’s decision to retain 
the age 21 floor as proposed are set 
out in the discussion below. 

1. The Department is not raising the 
minimum age above 21. The figures on 
the large number of second and higher 
order births below the age of 21 cited 
in paragraph 3b of the preceding sec- 
tion suggest that raising the age floor 
above 21 would indeed work a hard- 
ship on many individuals, since an in- 
creasingly high number of persons 
complete their families with each year 
of age over 21. The choice of age 21 
over a higher age is also favored by 
the fact that above age 21 all present 
State statutes presume that individ- 
uals are legally capable of making 
such a choice for themselves. 

2. The Department recognizes that 
most States have set the age of con- 
sent to medical procedures at 18 or 
below, and that this evidences a con- 
sensus as to the capacity of persons 


FEDERAL REGISTER, VOL. 43, NO. 217—WEDNESDAY, NOVEMBER 8, 1978 








ages 18-21 to consent in general which 
conflicts with its judgment. Neverthe- 
less, it is clear that in making policy 
choices for the administration of a 
Federal program, State law is not con- 
trolling. See generally, Planned Par- 
enthood of Central Missouri v. Dan- 
forth, 428 U.S. 52 (1976); see also, Reif 
v. Weinberger, supra; Peck v. Califano, 
C.A. No. C-76-229 (D. Utah, 1977); Voe 
v. Califano, C.A. No. N-77-195 (D. 
Conn., 1977). For the reasons stated 
above, the Department is of the view 
that the provision of federally funded 
Sterilizations only to persons 21 and 
over represents sound policy. More- 
over, setting an age dependent upon 
State law is administratively less prac- 
tical than setting age 21 as the floor. 
According conclusive effect to State 
law in this area would force the De- 
partment to make numerous individ- 
ualized judgments (both as to what 
the State law of consent is and wheth- 
er a given individual can be considered 
legally able to consent under it) which 
the Department cannot feasibly make. 
Age 21, by contrast, is the only age at 
or over which persons in every State 
have the legal capacity to consent to 
sterilization. It thus facilitates admin- 
istration of a national program, since 
the Department is not compelled to 
administer policies that differ from 
State to State. 

The Department recognizes that set- 
ting the age floor at 18 for all States 
except those few in which the age of 
consent is higher would have most of 
the administrative advantages of the 
age 21 floor and yet in almost all 
States obviate the potential hardship 
of the age 21 floor on individuals be- 
tween the ages of 18 and 21. However, 
an age 18 floor (with an exception for 
certain States) would effectively be as 
arbitrary a minimum as the age 21 
floor, since age 18, while the age of 
majority in most States, is higher than 
the age of consent for medical proce- 
dures in many of those States. Thus, 
the rationale for an age 18 floor is the 
same as that for the age 21 floor. How-* 
ever, it lacks the administrative feasi- 
bility of the age 21 floor, since it 
would require treating individuals in 
several States differently than individ- 
uals in most States. More important, 
the Department feels, for the reasons 
outlined above, that as’ between pro- 
tection against abuse and mistake on 
the one hand and access to steriliza- 
tion on the other hand, the policy 
choice—at least as it concerns young 
people—should err on the side of cau- 
tion. This is undeniably better 
achieved by the age 21 floor. 

3. The Department recognizes that 
there are a substantial number of per- 
sons who have completed their fami- 
lies at an early age and for whom ster- 
ilization is the family planning 
method of choice. The age 21 floor 


RULES AND REGULATIONS 


denies such persons Federal assistance 
in exercising that choice. Neverthe- 
less, temporary methods of birth con- 
trol which have no side effects and a 
high degree of effectiveness are gener- 
ally available to such persons and will 
be provided under the Federal pro- 
grams. The potential for coercion of 
young people and the greater poten- 
tial for regret among them, when 
taken together with the availability of 
temporary methods of birth control in 
most cases, leads the Department to 
choose the age 21 minimum. 

4. The Department has decided not 
to provide federally funded steriliza- 
tions to any mentally incompetent in- 
dividuals, whether over or under the 
age of 21. The bases for this decision— 
and for the rejection of the comments 
advocating provision of sterilization to 
mentally incompetent individuals 
under 2l—are discussed in section D 
below. 

5. The Department has decided 
against adopting a provision for waiver 
of the age 21 floor as suggested in the 
public comments. The considerations 
discussed above in support of the age 
21 floor suggest that provision for 
waiver would be inappropriate. More- 
over, while most of the circumstances 
for which waiver is suggested involve 
medical indications and thus are po- 
tentially verifiable, they would create 
problems of compliance. Unlike the 
conditions for waiver of the 30 day re- 
quirement, which depend on very lim- 
ited facts, the conditions suggested as 
a basis for waiver of the age 21 floor 
are essentially open-ended, as they are 
not limited to any particular disease or 
set of physical conditions. Thus, ap- 
plying the conditions for waiver would 
require individualized judgments by 
providers and thus would tend to lead 
to inconsistent applications. Moreover, 
determining whether such waivers 
were warranted would require auditors 
to make medical judgments beyond 
their expertise. 

6. The age 21 floor concededly gives 
persons over 21 a choice under the fed- 
erally funded family planning pro- 
grams which is not available to per- 
sons under 21. The reasons for this are 
discussed above, and in the Depart- 
ment’s view, justify this restriction of 
the latter individuals’ “right to self-de- 
termination” in the area of family 
planning. The Department disagrees 
with the comment that the Federal 
Government is usurping State authori- 
ty to regulate the age of consent. This 
regulation does not affect the right of 
States to regulate the age of consent 
to sterilization. What it does is make 
the age of 21 a condition precedent to 
the provision of a federally funded 
sterilization. 
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D. STERILIZATION OF MENTALLY 
INCOMPETENT INDIVIDUALS 


Text of Proposed Rule 


a. 42 CFR 50.205 (Cf, 45 CFR 205.35- 
5): 


(a) Programs or projects to which this 
subpart applies shall not perform or ar- 
range for the performance of a sterilization 
of any person declared méntally incompe- 
tent by a State, Federal, or local court, or 
who is in fact mentally incompetent under 
Federal or State law. 


aa ” * * = 


or 

(a) Programs or projects to which this 
subpart applies shall not perform or ar- 
range for the performance of a sterilization 
of a mentally incompetent individual, or 
any individual institutionalized in a correc- 
tional, mental, or other facility unless: 

(1) The individual has voluntarily given 
his/her informed consent in accordance 
with the procedures prescribed in § 50.203; 

(2) At least 30 days have elapsed between 
the date of informed consent and the date 
of sterilization; 

(3) The individual is at least 21 years old; 

(4) The sterilization review committee has 
certified to a court, after a hearing at which 
counsel representing the patient has pre- 
sented the evidence for and against such a 
certification, that all of the requirements 
for sterilization have been met, that the pa- 
tient understands the nature and conse- 
quences of the proposed sterilization proce- 
dure as set forth in § 50.203(a), and that the 
patient has voluntarily consented to be ster- 
ilized; and 

(5) The court has found, after a hearing at 
which counsel for the patient has presented 
the evidence for and against such a finding, 
that all of the requirements for sterilization 
have been met, that the patient -under- 
stands the nature and consequences of the 
proposed sterilization procedure as set forth 
in §50.203(a), and that the patient has vol- 
untarily consented to be sterilized. 

(b) Programs or projects to which this 
subpart applies shall not perform or arrange 
for the performance of a sterilization of a 
mentally incompetent individual who does 
not understand the nature and conse- 
quences of the proposed sterilization proce- 
dure as set forth in § 50.203(a). 


b. Related requirements: 
1. 42 CFR 50.202(d) (Cf, 45 CFR 
205.35-2(d)): 


(d) “A mentally incompetent individual” 
means a person who has been declared men- 
tally incompetent by a Federal, State, or 
local court, or who is in fact mentally in- 
competent under Federal or State law. 


2. 42 CFR 50.203(b)(4)(i), (ii) (CFf., 45 
CFR 205.35.3(b)(4)(i), (ii). For the 
text of these sections, see sections F 
and G of the preamble below. 


Text of Final Rute 


a. 42 CFR 50.206 (Cf, 
441.254): 


Programs or projects to which this sub- 
part applies shail not perform or arrange 
for the performance of a sterilization of any 
mentally incompetent individual * * *. 


42 CFR 
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b. Related requirements: 
1. 42 CFR 50.202 (Cf, 
441.251): 


“A mentally incompetent individual” 
means a person who has been declared men- 
tally incompetent by a Federal, State, or 
local court of competent jurisdiction for any 
purpose unless he or she has been declared 
competent for purposes which include the 
ability to consent to sterilization. 


2. 42 CFR 50.205(c)(1), (2) (Cf., 42 
CFR 441.258(c)(1), (2)); appendix. For 
the text of these sections, see sections 
F and G of the preamble below. 


42 CFR 


Summary of Public Comment 


The proposed rules proposed two al- 
ternative approaches to the steriliza- 
tion of the mentally incompetent. 
Under the first alternative, the pre- 
sent moratorium on the sterilization 
of such individuals would be contin- 
ued. Under the second alternative, 
mentally incompetent individuals who 
could give informed consent under the 
regulations could be sterilized if the 
requirements applicable to all steril- 
izations were met and the review com- 
mittee and judicial review procedures 
of the proposed rules were followed. 
The discussion below treats these al- 
ternatives separately, along with the 
other major issue in this area ad- 
dressed by the public comments: the 
definition of “Mentally incompetent 
individual.” 

1. Alternative No. 1: No Sterilization 
of mentally incompetent individuals. 
Most of the public comment on this al- 
ternative opposed it. The arguments 
given both for and against adoption of 
this alternative were generally as fol- 
lows: 

a. The minority favoring adoption of 
this policy gave the following reasons 
in support of their position. Some 
stated that the mentally incompetent 
by definition cannot give informed 
consent and thus, to the extent in- 
formed consent is statutorily required 
or represents the most reasonable 
reading of the legislative intent, steril- 
ization of such individuals should not 
be provided under the Federal pro- 
grams. A number of comments also 
stated that because of the hardship 
childbearing by a mentally incompe- 
tent individual could present for the 
individual's family or the difficulty or 
inconvenience of having such an indi- 
vidual use temporary methods of birth 
control, the family or other guardian 
or custodian of a mentally incompe- 
tent individual could be tempted to 
consent to sterilization to minimize 
this burden, irrespective of the ‘best 
interests” of the individual; it was felt 
that permitting federally funded ster- 
ilizations of such individuals could 
lead to abuse in such cases. A few com- 
ments noted that some mentally in- 
competent individuals are ‘“incompe- 
tent” only temporarily and may subse- 
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quently improve (e.g., persons whose 
incompetence is based on emotional 
dysfunction). It was suggested that it 
would be improper to deprive such 
people of the ability later to exercise 
their right to reproduce. Finally, a 
number of public interest groups sup- 
ported adoption of this alternative on 
the ground that the Department has 
not proved that it is able to police the 
present safeguards against steriliza- 
tion abuse effectively. Until it can do 
so, it should not undertake to enforce 
compliance with even more complicat- 
ed safeguards in an area which is as 
sensitive and susceptible to abuse as is 
the sterilization of the mentally in- 
competent. 

b. The comments favoring provision 
of sterilization to mentally incompe- 
tent individuals in many cases distin- 
guished between the sterilization of 
persons who are mentally incompetent 
under State law but who are neverthe- 
less able to provide informed consent 
and mentally incompetent persons 
who are unable to give informed con- 
sent, such as the profoundly retarded. 
While some of the arguments cited in 
favor of sterilization of the two groups 
overlap, in general they do not. Ac- 
cordingly, they are discussed separate- 
ly below. 

i. Sterilization of mentally incompe- 
tent individuals with the mental ca- 
pacity to give informed consent. A 
number of reasons were cited in sup- 
port of providing federally funded 
sterilizations to this group. In general, 
however, the basic concern stated was 
that such persons should not be de- 
prived of their right not to have chil- 
dren, since by definition they are capa- 
ble of making an informed decision on 
the matter. As long as adequate safe- 
guards are provided (and generally the 
Department’s proposed _ safeguards 
were considered adequate), it was felt 
that such individuals should not be de- 
prived of access to sterilization. More- 
over, even though such individuals 
may be able to make an informed deci- 
sion about sterilization, they may nev- 
ertheless be unable—mentally or emo- 
tionally—to cope with parenthood. 
Having children may thus physically, 
emotionally and financially burden 
them and their families or, if they are 
in an institution, burden the staff 
caring for them and their offspring. 
Since many such individuals may not 
be able to use temporary methods of 
birth control, depriving such individ- 
uals of access to sterilization may 
cause their parents or guardians to in- 
stitutionalize them in order to ensure 
that pregnancy is avoided. 

ii. Sterilization of mentally incompe- 
tent individuals who lack the mental 
capacity to give informed consent. A 
substantial number of comments also 
favored provision of sterilization to 
this group. Among the reasons cited in 


‘tected, 


support of this position were the fol- 
lowing: Continued fertility is against 
their best interests and that of society, 
since preganancy itself has substantial 
risks, such persons are by definition 
unable to rear their offspring, and the 
children of such persons are subject to 
severe and unavoidable medical and 
social risk. Since temporary methods 
of birth control are, almost by defini- 
tion, unsuitable for this group, they 
should have access to sterilization. It 
was also suggested that parents and 
guardians of such individuals regularly 
consent to irreversible medical proce- 
dures on their behalf; there is thus no 
basis for treating sterilization differ- 
ently. Moreover, since the parents and 
guardians of such individuals are gen- 
erally the ones who will have to 
assume the burdens of any unwanted 
preganancies, equity dictates that 
they should exercise the choice as to 
termination of reproductive capacity. 

2. Alternative No. 2: Provision for 
the sterilization of certain mentally 
incompetent individuals. The policy 
considerations raised by the public 
comment in support of sterilizing men- 
tally incompetent individuals who can 
give an informed consent are set out in 
paragraph (1)(b)(i) above. The remain- 
der of the public comment on Alterna- 
tive No. 2 concerned the mechanism 
proposed for carrying out this pro- 
posed policy and focused on: (1) The 
review committee mechanism; and (2) 
the provision for court review of the 
review committee’s finding. 

a. Review committee. (i) A large 
number of comments, while implicitly 
or explicitly endorsing the concept of 
the review committee, questioned its 
composition as proposed. In general, 
the comments advocated inclusion of 
the following types of persons to pro- 
tect the patient’s rights: An attorney 
for the patient; a person familiar with 
the patient’s medical history; a psy- 
chologist; a psychiatrist; a patient ad- 
vocate. In order to insure that the pa- 
tient’s right not to be sterilized is pro- 
other comments suggested 
measures such as requiring that at 
least one member of the review com- 
mittee be of the same sex and race or 
ethnic background as the patient and 
requiring that no members of the 
review committee be affiliated with 
the institution caring for the patient. 

(ii) Other comments questioned or 
suggested alternatives to the specific 
committee procedures proposed. A few 
comments expressed the view that the 
lawyer required by the proposed rules 
could not ethically present the evi- 
dence both for and against steriliza- 
tion. Several comments stated that the 
patient should be present at the 
review committee hearing and a few 
comments felt that the patient rather 
than the family or a _ professional 
should request committee review. A 
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few comments felt that the procedures 
should be spelled out in more detail. 

b. Court review. A few comments ob- 
jected to the provision for court 
review in addition to the review com- 
mittee procedures as too expensive. 
Other comments suggested that only 
court review should be required, on 
the grounds that determination of 
competence is traditionally a judicial 
function. A third point of view was 
that court review should be required 
regardless of the outcome of the 
review committee hearing. 

3. Definition of “mentally incompe- 
tent individual.” The public comment 
on proposed § 50.205 revealed exten- 
sive confusion over the term “mentally 
incompetent individual.” Numerous 
comments indicated uncertainty over 
whether the definition covered the 
“mentally retarded’, the “mentally 
impaired”, the ‘mentally handi- 
capped’’. Several comments noted that 
the term ‘mental incompetence” sets 
a test which is irrelevant, since what is 
at issue is not mental competence but 
ability to understand the procedure 
and its effects. A great number of com- 
ments questioned what the proposed 
test of “incompetence in fact’ meant. 
In this regard, one attorney stated 
that since the parameters of legal in- 
competence differ, often radically, 
from State to State, the term “incom- 
petence in fact” is so vague as to be 
meaningless. Another attorney sug- 
gested that since under many State 


laws persons are presumed competent 


until adjudicated incompetent, the 
term and the application of it mandat- 
ed by the regulations would require 
persons such as physicians and social 
workers to perform a judicial function 
they have no legal authority to per- 
form. Still other comments objected to 
the “incompetence in fact’’ test as es- 
sentially unfair, in that it requires the 
health care provider to make a com- 
plex legal judgment, the accuracy of 
which might only be possible to ascer- 
tain after the fact. % 

Several clarifications of the defini- 
tion were suggested. One organization 
recomended changing the definition to 
cover only persons who have been ad- 
judicated incompetent or are known to 
be mentally incompetent under appli- 
cable law. Other comments suggested 
deleting all references to persons who 
are incompetent in fact, and defining 
as mentally incompetent only those 
who have been so adjudicated. Other 
comments suggested that all 
noninstitutionalized persons who have 
not been judicially declared incompe- 
tent be governed by the same proce- 
dures, on the grounds that most of the 
more serious case of mental incompe- 
tence will be covered either by having 
been declared incompetent or by being 
institutionalized. 


. 


RULES AND REGULATIONS 


Department’s Response 


The Department has clarified the 
definition of “mentally incompetent 
individual” as suggested by many of 
the comments and has accepted the 
view that the Federal programs should 
not provide sterilizations to persons 
who are mentally incompetent. These 
changes and the reasons therefor are 
set forth in the discussion of the com- 
ments below. 

1. Alternative No. 1: No sterilization 
of mentally incompetent individuals. 
The public comment failed to elicit 
any persuasive evidence that the pre- 
sent moratorium, which this alterna- 
tive would essentially continue, has 
cause significant hardship. It did, how- 
ever, underscore the difficulty and 
sensitivity of the medical and legal 
judgments that would have to be made 
if the Department were to permit ster- 
ilization of mental incompetents as a 
class. For example, the Department 
considers that it would be unsound 
public policy to permit sterilization of 
persons who are only temporarily in- 
competent. Yet making a reliable 
judgment as to the permanence of a 
person’s incompetence may well call 
for a degree of expertise not generally 
available to providers. Certainly, polic- 
ing the administration of such a dis- 
tinction would appear to be beyond 
the Department’s present capabilities. 
The Department also agrees with the 
comments that the difficulty of coping 
with many mentally incompetent indi- 
viduals either in or outside an institu- 
tional setting might result in abuse if 
sterilization were permitted. Thus, it 
feels that alfernative No. 1 represents 
the sounder policy. 

Moreover, while the Department 
may well have the legal authority to 
permit the sterilization of incompe- 
tents, it is now of the view that exer- 
cising it is a policy change so funda- 
mental as to call for clear congression- 
al endorsement. To date, the available 
evidence suggests that Congress agrees 
with the present policy of prohibiting 
federally funded § sterilizations to 
mental incompetents. See, for exam- 
ple, the approval of the Department’s 
present requirement of informed con- 
sent in the legislative history of Pub. 
L. 94-63. S. Rep. No. 94-29 at 57-58; H. 
Rep. No. 94-192 at 31. 

The Department’s response to the 
public comments opposing this alter- 
native is as follows: 

a. Sterilization of mentally incompe- 
tent individuals with the mental ca- 
pacity to give informed consent. 
Where a person has the mental (but 
not legal) capacity to give informed 
consent and absent a potentially coer- 
cive institutional setting, whether to 
treat him or her differently than 
other people becomes a troublesome 
question. However, since mental com- 
petence is essentially a legal concept, 
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the Department does not feel that 
either it or health care providers can 
second-guess a judicial finding of in- 
competence. In this regard, it should 
be noted that such a person could 
obtain readjudication of his or her 
competency. The Department has 
hence changed the rules to provide 
that if a person has been adjudicated 
incompetent for any purpose he or she 
may not be sterilized under the Feder- 
al programs unless he or she is adjudi- 
cated competent for purposes which 
include the ability to consent to steril- 
ization. 

b. Sterilization of mentally incompe- 
tent individuals who lack the mental 
capacity to give informed consent. 
The Department is sympathetic’ to the 
reasons advanced by those advocating 
provision of sterilization to such indi- 
viduals. Nevertheless, it has not ac- 
cepted their comments. Its reasons are 
set out in paragraph 1 of this section 
above. In addition, it is felt that until 
an effective enforcement program has 
been established, the potential for 
sterilization abuse is too great. 

2. Alternative No. 2: Provision for 
Sterilization of certain mentally in- 
competent individuals. As stated in 
paragraph 1a of this section above, the 
Department has revised the definition 
to make clear that certain ‘“‘mentally 
incompetent” individuals may obtain 
sterilizations under the Federal pro- 
grams. However, the rule limits this 
access to those mental incompetents 
who have been readjudicated compe- 
tent for the purposes which include 
the ability to consent to sterilization. 
The Department has concluded that 
the review committee/court review 
provision of the proposed rules are un- 
necessary for such individuals and ac- 
cordingly has eliminated them. The 
bases for this conclusion are two-fold: 
(1) Such persons are by definition 
competent for purposes of consenting 
to the service in question; and (2) the 
potential for coercion of such individ- 
uals who ‘are institutionalized is elimi- 
nated by the prohibition on steriliza- 
tion of institutionalized individuals 
(see section E below). 

As is also stated above, the Depart- 
ment has chosen alternative No. l 
with respect to all other mentally in- 
competent individuals. This choice 
makes irrelevant the provisions for 
review committee approval and court 
review of alternative No. 2. Hence, the 
public comment on those provisions 
will not be discussed. 

3. Definition of “mentally incompe- 
tent individual.” As stated above in 
paragraph 1 of this section, the pro- 
posed definition of mentally incompe- 
tent individual has been modified to 
clarify that the term covers individ- 
uals who have been adjudicated in- 
competent for any purpose unless they 
are specifically adjudicated competent 
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for purposes which include the ability 
to consent to sterilization. In accord- 
ance with the suggestion of many of 
the comments received on the pro- 
posed definition, all references to ‘‘in- 
competence in fact” have been de- 
leted. It is recognized that the defini- 
tion thus does not cover persons who 
are in fact incompetent under applica- 
ble law to consent to sterilization but 
who have not been so adjudicated. 
Nevertheless, the Department is per- 
suaded by the public comment that 
the proposed test of “incompetence in 
fact’ would indeed prove to be unwor- 
kable, and require of providers judg- 
ments that they are legally and pro- 
fessionally unable to make. Moreover, 
the Department feels that the prohibi- 
tion on the provision of sterilization to 
institutionalized individuals, together 
with the requirement that the physi- 
cian and person obtaining the consent 
certify that the individual to be steril- 
ized appears to be mentally compe- 
tent, will insure that most such indi- 
viduals do not get sterilized. 


E. STERILIZATION OF INSTITUTIONALIZED 
INDIVIDUALS 


Text of Proposed Rule 


a. 42 CFR 50.205(b) (Cf, 45 CFR 
205.35-5): 


(b) Programs or projects to which this 
subpart applies shall not perform or arrange 
for the performance of a sterilization of any 
individual institutionalized in a correctional, 
mental or other facility unless: 

(1) The individual has voluntarily given 
his/her informed consent in accordance 
with the procedures prescribed in § 50.203; 

(2) At least 30 days have elapsed between 
the date of informed consent and the date 
of the sterilization; : 

(3) The individual is at least 21 years old; 

(4) The sterilization review committee has 
certified to a court, after a hearing at which 
counsel representing the patient has pre- 
sented the evidence for and against such a 
certification, that all of the requirements 
for sterilization have been met, that the pa- 
tient understands the nature and conse- 
quences of the proposed sterilization proce- 
dure as set forth in § 50.203(a), and that the 
patient has voluntarily consented to be ster- 
ilized; and 

(5) The Court has found, after a hearing 
at which counsel for the patient has pre- 
sented the evidence for and against such a 
finding, that all of the requirements for 
sterilization have been met, that the patient 
understands the nature and consequences of 
the proposed sterilization procedure, as set 
forth in § 50.203(a), and that the patient has 
voluntarily consented to be sterilized. 


(b) Related requirements: 42 CFR 
50.209(b), (c) (Cf., 45 CFR 205.35-9(b), 
(c)). For text of these sections, see sec- 
tion I of the preamble below. 


Text of Final Rule 


(a) 42 CFR 50.206 (Cf, 42 CFR 
441.254): 


privileges). 
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Programs or projects to which this sub- 
part applies shall not perform or arrange 
for the performance of a sterilization of any 
* * * institutionalized individual. 


(b) Related requirement: 42 CFR 
50.202 (Cf., 42 CFR 441.251): 


“Institutionalized individual” means a 
person who is (1) involuntarily confined or 
detained, under a civil or criminal statute, in 
a correctional, or rehabilitative facility in- 
cluding a mental hospital or other facility 
for the care and treatment of mental illness, 
or (2) confined, under a voluntary commit- 
ment, in a mental hospital or other facility 
for the care and treatment of mental illness. 


Summary of Public Comment 


1. Relatively few of the public com- 
ments addressed the issue of provision 
of sterilization to institutionalized in- 
dividuals. Of those that did, most took 
the position that sterilization should 
not be provided to such individuals be- 
cause of the “inherently coercive’ 
nature of institutions. Several com- 
ments pointed out that the control in- 
stitutions exert over those institution- 
alized in them would lead to abuse. 
For example, consenting to steriliza- 
tion could be manipulated by the con- 
ferring of rewards (such as furloughs, 
less demanding work assignments) or 
punishments (such as more demanding 
work assignments, denial of exercise 
Several comments also 
pointed out that since programs for 
conjugal visits or similar programs are 
relatively rare in institutions, there is 
little need to provide access to the pro- 
cedures. One comment suggested that 
provision of sterilization to prisoners is 
particularly inappropriate since their 
imprisonment itself may cause family 
changes that may make them wish to 
reverse the decision when they are re- 
leased. 

2. A number of comments supported 
the proposed policy of providing steril- 
ization to institutionalized individuals, 
but suggested other or additional safe- 
guards. Several comments suggested 
that another patient from the same 
institution, patient’s attorney, or pa- 
tient advocate should participate in 
the review committee and court proce- 
dures. A couple of comments suggest- 
ed that institutions be prohibited from 
promising rewards (such as early re- 
lease from prison) or punishment as 
an incentive for sterilization and advo- 
cated modifying the consent form to 
reflect such a requirement. Other 
safeguards proposed were increasing 
the waiting period to 90 days, provid- 
ing strict monitoring, requiring the 
procedure to be performed in a civilian 
hospital. . 

3. A few comments expressed confu- 
sion over the meaning of the term “in- 
stitutionalized individuals’ and sug- 
gested definition of the term. Other 
comments assumed the term applied 
only to certain subgroups of the uni- 


verse of persons in institutions, such 
as persons incarcerated in correctional 
facilities. Several comments suggested 
that, if it is decided to provide steril- 
ization to institutionalized individuals, 
the safeguards should differ depend- 
ing on the type of institution involved. 


Depariment’s Response 


1. The Department is persuaded by 
the comments opposing provision of 
sterilization to institutionalized indi- 
viduals for the reasons described 
above. In this regard, the Department 
notes that due to the separation of 
sexes characteristic of prisons, there is 
little need for the service among that 
population. Other institutions are gen- 
erally dedicated to the care of the 
mentally incompetent or minors, 
classes of persons to whom the De- 
partment has decided that federally 
funded sterilizations should not be 
provided, for the reasons set out 
above. As for any institutions that do 
not fall within these three groups (as 
well as for these three types of institu- 
tions), the potential for abuse inher- 
ent in institutions pointed out by the 
public comments likewise favors pro- 
hibiting Federal funding of the steril- 
ization of persons confined in them. 
Consequently, the rules have been re- 
vised to prohibit the federally funded 
sterilization of all institutionalized in- 
dividuals. This decision makes unnec- 
essary the safeguards of the proposed 
rules or the other safeguards suggest- 
ed by the public comment. According- 
ly, they are not discussed. 

2. The Department agrees with the 
comments pointing out the need to 
define “institutionalized individuals” 
and accordingly has added the defini- 
tion set out in § 50.202. The intent of 
the definition is to cover institutions 
which, because of the legal nature of 
the confinement or the mental disabil- 
ity of the person confined, constitute a 
potentially coercive environment. It 
would thus cover all institutions where 
persons are confined as a result of a 
court order including facilities such as 
reform schools or “halfway houses”, 
where the confinement, while perhaps 
not as restricted as prison, is involun- 
tary. It also covers all mental institu- 
tions and facilities such as halfway 
houses regardless of whether the 
person has been civilly committed or 
voluntarily signed him or herself in as 
a patient. The definition does not 
cover health care institutions, such as 
acute care hospitals, which are not pri- 
marily residential and which provide 
medical services. 


F. INFORMED CONSENT PROCEDURES 
Text of Proposed Rule 


1. 42 CFR 50.203 (Cf, 45 CFR 205.35- 
3)). 
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Informed consent does not exist unless a 
consent form is completed voluntarily and 
in accordance with all the requirements of 
this paragraph. 

(a) Preparing to obtain informed consent. 
An individual who obtains informed consent 
for a sterilization procedure must provide 
orally all of the following information or 
advice to the individual who is to be steril- 
ized. 

(1) Advice that the individual is free to 
withhold or withdraw his/her consent to 
the procedure at any time prior to the ster- 
ilization without affecting his/her right to 
future care or treatment, and without loss 
or withdrawal of any federally funded pro- 
grams benefits to which the _ individual 
might be otherwise entitled; ; 

(2) A description of available alternative 
methods of family planning and birth con- 
trol; 

(3) A full description of the benefits or ad- 
vantages he/she may expect to gain as a 
result of the sterilization; 

(4) Advice that the sterilization procedure 
is considered to be irreversible; 

(5) A thorough explanation of the specific 
sterilization procedure to be performed: 

(6) A full description of the discomforts 
and risks which may accompany and follow 
the performing of the procedure, including 
an explanation of the type and possible ef- 
fects of any anesthetic to be used; 

(7) Advice that the sterilization will not be 
performed for at least 30 days; and 

(8) An opportunity to ask and have an- 
swered any questions he/she may have con- 
cerning the sterilization procedure. 

(b) Filling out the consent form. (1) Lan- 
guage of the consent form. The consent form 
should be -in the primary language of the 
patient. If the consent form is not in the 
primary language of the patient, an inter- 
preter must be made available to assist the 
individual. 

(2) Provisions for the handicapped. Suit- 
able arrangement must be made to ensure 
_ that consent information is effectively com- 

municated to blind, deaf and other handi- 
capped patients. 

(3) Signatures on the consent form. The 
consent form must be signed and dated by: 

(i) The patient; and 

(ii) The interpreter, if one is provided; and 

(iii) The individual who obtains the con- 
sent of the patient; and 

(iv) The physician who will perform the 
sterilization procedure. 

(4) Required certification. (i) The person 
securing the patient's consent must certify 
by signing the consent form that, before the 
patient signed the consent form he/she ad- 
vised the patient that no Federal benefits 
may be withdrawn because of the patient's 
decision not to be sterilized, that he/she ex- 
plained orally the requirements for in- 
formed consent as set forth on the consent 
form, and that the patient, to the best of 
his/her knowledge and belief, appeared 
mentally competent and knowingly and vol- 
untarily consented to be sterilized. 

(ii) The physician performing the steril- 
ization must certify by signing the consent 
form, that immediately prior to the per- 
formance of the sterilization, he/she ad- 
vised the patient that no Federal benefits 
may be withdrawn because of the patient's 
decision not to be sterilized, that he/she ex- 
plained orally the requirements for in- 
formed consent as set forth on the consent 
form, and that the patient, to the best of 
his/her knowledge and belief appeared men- 
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tally competent and knowingly and volun- 
tarily consented to be sterilized. The physi- 
cian will further certify that, to the best of 
his/her knowledge and belief, at least 30 
days have passed between the date upon 
which the patient signed the consent form, 
and the date upon which the sterilization 
was performed. 

(iii) The physician performing the steril- 
ization must, in cases where court orders are 
required by this section, certify, by signing 
the consent form, and he/she was provided 
with a copy of the court order prior to the 
performance of the sterilization. 

(c) Following State and local procedures. 
In addition to the consent procedures re- 
quired by this part, any requirement of 
State and local law, except one of spousal 
consent, must be followed. 


2. Related requirements: a. 42 CFR 
50.202(b) (Cf., 45 CFR 205.35-2(b)): 


“Informed consent” to a sterilization pro- 
cedure means a written authorization to be 
sterilized given by the person to be sterilized 
and given voluntarily and with an under- 
standing of the nature and consequences of 
the procedure to be performed. 


b. 42.CFR 50.204 (Cf., 45 CFR 205.35- 
4): 


Programs or projects to which this sub- 
part applies shall perform or arrange for 
the performance of sterilization of a mental- 
ly competent individual only when the fol- 
lowing requirements have been met: 

(a) The individual has voluntarily given 
his/her informed consent in accordance 
with all the procedures prescribed in section 
50.203. 


Text of final rule 


1. 42 CFR 50.204-50.205 (Cf., 42 CFR 
441.25 7-441.258): 


§50.204 Informed consent requirement. 


Informed consent does not exist unless a 
consent form is completed voluntarily and 
in accordance with all the requirements of 
this section and § 50.205 of this subpart. 

(a) An individual who obtains informed 
consent for a sterilization procedure must 
offer to answer any questions the individual 
to be sterilized may have concerning the 
procedures, provide a copy of the consent 
form and provide orally all of the following 
information or advice to the individual who 
is to be sterilized: 

(1) Advice that the individual is free to 
withhold or withdraw consent to the proce- 
dure at any time before the sterilization 
without affecting his or her right to future 
care or treatment, and without loss or with- 
drawal of any federally funded program 
benefits to which the individual might be 
otherwise entitled; 

(2) A description of available alternative 
methods of family planning and birth con- 
trol; 

(3) Advice that the sterlization procedure 
is considered to be irreversible; 

(4) A thorough explanation of the specific 
sterilization procedure to be performed; 

(5) A full description of the discomforts 
and risks that may accompany and follow 
the performing of the procedure, including 
an explanation of the type and possible ef- 
fects of any anesthetic to be used; 

(6) A full description of the benefits or ad- 
vantages that may be expected as a result of 
the sterilization; and 
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(7) Advice that the sterilization will not be 
performed for at least 30 days except under 
the circumstances specified in § 50.203(d) of 
this subpart. 

(b) An interpreter must be provided to 
assist the individual to be sterilized if he or 
she does not understand the language used 
on the consent form or the language used 
by the person obtaining consent. 

(c) Suitable arrangements must be made 
to insure that the information specified in 
paragraph (a) of this section is effectively 
communicated to individuals to be sterilized 
who are blind, deaf or otherwise handi- 
capped. 

(d) A witness chosen by the individual to 
be sterilized may be present when consent is 
obtained. 

(e) Informed consent may not be obtained 
while the individual to be sterilized is: 

(i) In labor or childbirth; 

(ii) Seeking to obtain or obtaining an 
abortion; or, 

(iii) Under the influence of alcohol or 
other substances that affect the individual's 
state of awareness. 

(f) Any requirement of State and local law 
for obtaining consent, except one of spousal 
consent, must be followed. 

§ 50.205 Consent form requirements. 

(a) Required consent form. The consent 
form appended to this subpart or another 
consent form approved by the Secretary 
must be used. 

(b) Signature on the consent form. The 
consent form must be signed and dated by: 

(1) The individual to be sterilized; and 

(2) The interpreter, if one is provided; and 

(3) The individual who obtains the con- 
sent; and 

(4) The physician who will perform the 
sterilization procedure. 

(c) Required certifications. (1) The person 
securing the consent must certify by signing 
the consent form that: (i) before the individ- 
ual to be sterilized signed the consent form, 
he or she advised the individual to be steril- 
ized that no Federal benefits may be with- 
drawn because of the decision not to be ster- 
ilized, (ii) he or she explained orally the re- 
quirements for informed consent as set 
forth on the consent form, and (iii) to the 
best of his or her knowledge and belief, the 
individual to be sterilized appeared mentally 
competent and knowingly and voluntarily 
consented to be sterilized. 

(2) The physician performing the steriliza- 
tion must certify by signing the consent 
form that: (i) shortly before the perform- 
ance of the sterilization, he or she advised 
the individual to be sterilized that no Feder- 
al benefits may be withdrawn because of the 
decision not to be sterilized, (ii) he or she 
explained orally the requirements for in- 
formed consent as set forth on the consent 
form, and (iii) to the best of his or her 
knowledge and belief, the individual to be 
sterilized appeared mentally competent and 
knowingly and voluntarily consented to be 
sterilized. Except in the case of premature 
delivery or emergency abdominal surgery, 
the physician must further certify that at 
least 30 days have passed between the date 
of the individual’s signature on the consent 
form, and the date upon which the steriliza- 
tion was performed. If premature delivery 
occurs or emergency abdominal surgery is 
required within the 30-day period, the phy- 
sician must certify that the sterilization was 
performed less than 30 days but not less 
than 72 hours after the date of the individ- 
ual’s signature on the consent form because 
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of premature delivery or emergency abdomi- 
nal surgery, as applicable. In the case of 
premature delivery, the physician must also 
state the expected date of delivery. In the 
case of emergency abdominal surgery, the 
physician must describe the emergency. 

(3) If an interpreter is provided, the inter- 
preter must certify that he or she translat- 
ed the information and advice presented 
orally to the individual to be sterilized, read 
the consent form and explained its contents, 
and, to the best of the interpreter’s knowl- 
edge and belief, the individual to be steril- 
ized understood what the interpreter told 
him or her. 


2. Related requirement: 42 CFR 
50.203 (Cf., 42 CFR 441.253): 


Programs or projects to which this sub- 
part applies shall perform or arrange for 
the performance of sterilization of a mental- 
ly competent individual only when the fol- 
lowing requirements have been met: 

(c) The individual has voluntarily given 
his or her informed consent in accordance 
with all the procedures of § 50.204 of this 
subpart. 

(d) At least 30 days but no more than 180 
days have passed between the date of in- 
formed consent and the date of the steriliza- 
ce feo 


Summary of Public Comment 


Between the hearings and written 
comments, several hundred comments 
addressed the consent procedures of 
the proposed rules. While the com- 
ments generally supported the thrust 
of the proposed procedures, they also 
suggested a number of modifications. 
The major criticisms and suggestions 
of the public comment are summa- 
rized below. 

1. There was widespread opposition 
to permitting consent ta be obtained 
in situations where the individual is 
under stress or for some reason in- 
capable of exercising judgment. Of 
particular concern was obtaining con- 
sent during labor, childbirth, or abor- 
tion. Generally, the comments ad- 
dressing this issue proposed banning 
obtaining consent in such circum- 
stances. 

2. Several approaches were suggest- 
ed to insure that consent to the proce- 
dure is informed and voluntary. A 
number of comments suggested revi- 
sion of the consent procedures to pro- 
vide for expiration of the consent 
within a certain period (e.g., 120 days, 
180 days). Among the grounds given 
were that persons’ circumstances may 
change significantly over a long period 
of time and cause a revision of their 
desires, or that passage of time may 
cause people to forget information rel- 
evant to the procedure. Another alter- 
native suggested was to have the indi- 
vidual to be sterilized initially sign a 
declaration of intent and then sign the 
consent immediately prior to surgery. 
A similar approach proposed was to re- 
quire the individual to sign the con- 
sent a second time prior to surgery. 
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3. Many comments took the position 
that the regulations should require 
more counseling or the provision of 
different or additional information. 
The following were suggested: 

a. A number of comments advocated 
requiring that the individual undergo 
one or more counseling sessions prior 
to the procedure to insure that he or 
she makes an informed choice. Many 
of these comments also suggested ad- 
ditional requirements relating to the 
counselors. For example, it was sug- 
gested that the counselors should be 
of the same sex or ethnic background 
of the patient, that they should be 
specially trained nonphysician staff, 
that they should speak the patient’s 
language where the patient does not 
speak English. 

b. Several comments advocated re- 
quiring provision of the consent form 
or a pamphlet detailing the informa- 
tion required under proposed § 50.203, 
so that the individual to be sterilized 
could consider the information during 
the 30-day period. Others advocated 
requiring showing of a film setting 
forth the required information, par- 
ticularly for persons with literacy 
problems. One comment suggested 
that grantees and State Agencies be 
required to mount public information 
campaigns to familiarize the patient 
population with the elements of in- 
formed consent. 

c. While most comments agreed that 
individuals to be sterilized should be 
told that the procedure is irreversible, 
several suggested that they should 
also be informed of the failure rates 
associated with the various procedures 
since they are relevant risks. Others 
advocated a prohibition on the use of 
the potentially misleading phrase 
“tying the tubes.” Several testifiers 
urged expansion of the discomforts 
and risks required to be conveyed, e.g., 
explanation of the infant mortality 
rate (so that persons considering ster- 
ilization while pregnant do not auto- 
matically assume that the infant will 
survive), the increased risk of ectopic 
pregnancies attendant on certain pro- 
cedures, the mortality rates associated 
with the various procedures. Several 
comments advocated requiring the 
project or provider obtaining the con- 
sent to offer alternative birth control 
measures during the waiting period. 

4. Several comments stated that the 
rules should emphasize that the indi- 
vidual to be sterilized has the right to 
have a witness of his or her choice pre- 
sent when consent is obtained. 

5. Several providers objected to the 
requirement that physicians certify as 
to the patient’s appearance of compe- 
tency as calling for a legal judgment 
or one generally beyond their exper- 
tise. 

6. A great number of comments 
stated that the proposed consent pro- 


cedures would be ineffective unless 
closely monitored and enforced. Sever- 
al of these suggested specific pro- 
grams. A couple suggested the estab- 
lishment of federally financed review 
boards to interview patients and 
review cases on a regular basis. One 
comment suggested requiring monitor- 
ing by citizen committees. 

7. The main opposition to the pro- 
posed procedures was twofold. First, a 
number of providers objected to the 
expense involved, particularly where 
the Federal procedures duplicate pro- 
cedures to be followed by the provid- 
ers because of: other requirements. 
Second, a number of physicians op- 
posed the procedures in general on the 
ground that they constitute an undue 
intrusion into the physician-patient 
relationship. 


Department’s Response 


The Department has accepted a 
number of the public comments, gen- 
erally for the reasons stated above. 
Specifically, it is persuaded by the nu- 
merous objections to permitting con- 
sents obtained in stressful situations 
or situations of clearly impaired judg- 
ment. While in the Department’s view 
such a limitation was implicit in the 
proposed rules, it has been made ex- 
plicit here. See § 50.204(e) (Cf., 42 CFR 
441.257(b)). The requirement for an 
interpreter has been clarified: if the 
person obtaining the consent does not 


“speak a language the patient under- 


stands, an interpreter is to be made 
available to translate the explanation 
of the procedure and its consequences. 
See § 50.204(b) (Cf., 42 CFR 
441.257(aX(3)). It also agrees with the 
suggestion that the duration of the 
consent should be limited; an expira- 
tion date of 180 days from the signa- 
ture of the consent has thus been 
added. See §50.203(d) (Cf., 42 CFR 
441.253(d)). The Department also 
agrees that the right of the individual 
to be sterilized to have a witness pre- 
sent when consent is obtained when 
he or she chooses, although arguably 
implicit in the proposed rules, is suffi- 
ciently important to justify explicit 
mention. Such a provision has hence 
been added. See §50.204(d) (Cf., 42 
CFR 441.257(a)(4)). The Department 
has accepted the suggestion that it re- . 
quire that the individual to be steril- 
ized be given a copy of the consent 
form for consideration during the 
waiting period. See § 50.204(a) (Cf., 42 
CFR 441.257(a)(1)). Finally, the certi- 
fication requirement has been revised 
to delete the physician certification 
provisions made irrelevant by the 
elimination of the review committee/ 
court review process, and to add the 
interpreter certification requirement 
already present in the proposed con- 
sent form. See § 50.205(c) (2), (3) (Cf., 
42 CFR 441.258(c) (2), (3)). 
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The Department has rejected the re- 
mainder of the public comment on 
this issue, for the following reasons: 

1. The suggestions for a two-tier sig- 
nature process, discussed in paragraph 
2 of the preceding section, have not 
been accepted. It is felt that such a re- 
quirement would complicate the con- 
sent process unduly, in view of the 
other patient protections built into 
the process. In particular, the new re- 
quirement that the individual to be 
sterilized be provided a copy of the 
consent form to keep during the wait- 
ing period will, since the consent form 
itself clearly states that consent may 
be withdrawn at any time, serve sub- 
stantially the same purpose of making 
clear to the individual that he or she 
may withdraw consent prior to per- 
formance of the sterilization. 

2. The comments suggesting expan- 
sion of the consent process to include 
additional counseling (through indi- 
vidual sessions, films, etc.) have been 
rejected as administratively infeasible, 
particularly in a program the size of 
medicaid. Admittedly, inclusion of 
such: additional procedures is desir- 
able, and is encouraged where feasible. 
Nevertheless, the Department is of the 
view that the consent procedures of 
the final rules, if followed, should 
insure that sufficient information is 
provided for individuals to make an in- 
formed decision, without excessively 
encumbering the delivery of services 
in terms of time or expense. 

3. The comments advocating requir- 
ing presentation of specific informa- 
tion (such as infant mortality rates) 
have not been accepted, since medical 
judgment may differ as to what consti- 
tutes relevant risk, and the amount of 
risk, discomfort and so on may also 
differ for different individuals. The 
Department feels that such judgments 
are most appropriately left to those 
professionals who deal with the indi- 
vidual during the consent process. Ac- 
cordingly, it is not mandating the pro- 
vision of particular facts (such as 
infant mortality rates, failure rates, 
rate of ectopic pregnancy with certain 
procedures), although the procedures 
themselves require that all areas rele- 
vant to the decision (venefits, risks 
and so on) be discussed. Hence, many 
of the particular facts that comments 
suggested be required will generally be 
conveyed in the discussion of discom- 
forts and risks. Requiring that a spe- 
cific pamphlet be used would be analo- 
gous, so this suggestion has likewise 
been rejected. However, while the De- 
partment is not inclined to mandate 
use of an informational pamphlet, it is 
strongly of the view that provision of 
a pamphlet is an efficient and effec- 
tive means of reinforcing the informa- 
tion required to be given orally. It also 
gives the individual to be sterilized in- 
formation to consider during the wait- 
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ing period. Consequently, it has devel- 
oped pamphlets setting out the gener- 
al information required under 
§ 50.204(a) for male and female surgi- 
cal_ sterilizations. The Department 
plans to make these pamphlets gener- 
ally available for use by providers and 
encourages their use. These pamphlets 
are published following the rules 
below. 

4. The requirement that the attend- 
ing physician certify that, to the best 
of his knowledge and belief the pa- 
tient appeared competent has been re- 
tained despite the objections raised. 
Since the physician is only certifying 
to the extent of his knowledge and 
belief, the requirement does not 
impose a duty on him that is beyond 
his expertise. It does, however, help 
insure that the physician will take 
pains to satisfy him or herself that the 
individual to be sterilized is compe- 
tent, and thus may help avoid abuse. 

5. The Department agrees that com- 
pliance with the consent procedures 
should be carefully monitored and en- 
forced. While not all the suggestions 
made in this regard are administra- 
tively feasible, the Department in- 
tends to seek compliance with its re- 
quirements by providers. For a full 
statement of its plans in this regard, 
see the discussion under section I of 
the preamble below. 

6. The Department disagrees with 
the comments that the consent proce- 
dures impose an undue administrative 
or financial burden on providers. It 
should be noted that the consent pro- 
cedures of these rules build upon the 
procedures of the present rules. As 
noted in section I C above, experience 
with the present rules has not shown 
that their consent requirements 
impede the delivery of sterilizations. 
Thus, the Department is not inclined 
to believe that these procedures will 
be unduly burdensome, when consid- 
ered in light of the need to insure in- 
formed consent. 

7. The Department likewise does not 
believe that the consent procedures of 
these -rules intrude unduly-into the 
physician-patient relationship. As 
noted above, the Department is not 
prescribing what specific facts must be 
conveyed to patient; rather, it is pre- 
scribing only the general kinds of in- 
formation to be communicated, leav- 
ing the selection of which facts are rel- 
evant to the particular patient’s situa- 
tion up to the physician. Moreover, 
the Department believes that the con- 
sent procedures of these rules accord 
with sound. medical practice and, 
indeed, several of the comments took 
this position. Even assuming for the 
purpose of argument that these proce- 
dures do intrude to a limited extent 
into the physician-patient relation- 
ship, however, the Department notes 
that such an intrusion is apparently 
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approved of by Congress, as evidenced 
by the legislative history cited in sec- 
tion III D above. 


G. INFORMED CONSENT FORM 
Text of Proposed Rule 
1. Appendiz. 


Notices: Your decision at any time not to 
be sterilized will not result in the withdraw- 
al or withholding of any benefits provided 
by programs or projects receiving, Federal 
funds. 


CONSENT TO STERILIZATION 


I have asked for and received information 
about sterilization from 
(doctor or clinic). 

When I first asked for the information, I 
was told that the decision to be sterilized is 
completely up to me. I was told that I could 
decide not to be sterilized. If I decide not to 
be sterilized, my decision will not affect my 
right to future care or treatment and I will 
not iose any help or benefits from programs 
receiving Federal funds such as A.F.D.C. or 
medicaid that I am now getting or for which 
I may become eligible. 

I understand that the sterilization must 
be considered permanent and not reversible. 
I have decided that I do not want to become 
pregnant, bear children or father children. 

I was told about those temporary methods 
of birth control that are available and could 
be provided to me which will allow me to 
bear or father a child in the future. I have 
rejected these alternatives and freely 
chosen to be sterilized. 

I understand that I will be sterilized by an 
operation known as a . The dis- 
comforts, risks, and benefits associated with 
the operation have been explained to me. 
All my questions have been answered to my 
satisfaction. 

I understand that the operation will not 
be done until at least 30 days after I sign 
this form. I understand that I can change 
my mind at any time and that my decision 
at any time not to be sterilized will not 
result in the withholding of any benefits or 
medical services provided by Federally 
funded programs. 

I am —— years old. I was born on — (day), 

—— (month), (year). 

I, ——————— ,, hereby consent of my 
own free will to be sterilized by 

by a method called 


I also consent to the release of this form 
and other medical records about the oper- 
ation to: 

Representatives of the Department of 
Health, Education, and Welfare or 

Employees of programs or projects funded 
by that Department but only for purposes 


. of research or for determining if Federal 


laws were observed. 
You are requested to supply the following 
information, but it is not required: 


Race and ethnicity designation (please 
check). 

Black (not of Hispanic origin) 

Hispanic 

Asian or Pacific Islander 

American Indian or Alaskan Native 

White (not of Hispanic origin) 


Patient’s signature 
Date: 
(Month, day, year) 
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Where the consent form is not in the pri- 
mary language of the patient: 


I have read the consent form to 

in language and 
explained its contents to him/her. To the 
best of my knowledge and belief he/she un- 
derstood this explanation. 


Interpreter 
Date 


Before (name of individual) 
signed this consent form, I explained to 
him-her the nature of the sterilization oper- 
ation . the fact that it is in- 
tended to be a final and irreversible proce- 
dure and the discomforts, risks, and benefits 
associated with it. 

I counseled the patient that alternative 
methods of birth control are available 
which are temporary. I explained that ster- 
ilization is different because it is permanent. 

I informed the patient that his/her con- 
sent can be withdrawn at any time and that 
he/she will not lose any health services or 
any benefits provided by Federal funds. 

To the best of my knowledge and belief 
that patient is at least 21 years old and ap- 
pears mentally competent. He/she known- 
ing and voluntarily requested to be steril- 
ized and appears to understand the nature 
and consequence of the procedure. 


Signature of person obtaining consent 
Date 
Facility 
Address 




















PxHyYSICIAN’s STATEMENT 


Immediately before I performed a steril- 
ization operation upon ——————-— (name 
of patient) I explained to him/her the ster- 
ilization operation ———————,, the fact 
that it is intended to be a final and irrevers- 
ible procedure and the discomforts, risks 
and benefits associated with it. 

I counseled the patient that alternative 
methods of birth control are available 
which are temporary. I explained that ster- 
ilization is different because it is permanent. 

I informed the patient that his/her con- 
sent can be withdrawn at any time and that 
he/she will not lose any health services or 
benefits provided by Federal Funds. 

To the best of my knowledge and belief at 
least thirty days have passed since the pa- 
tient consented to the sterilization. 

To the best of my knowledge and belief 
the patient is at least 21 years old and ap- 
pears mentally competent. He/She know- 
ingly and voluntarily requested to be steril- 
ized and appeared to understand the nature 
and consequences of the procedure. 


Physician 
Date 


Alternative final paragraph for use where 
court order is required: 


To the best of my knowledge and belief 
the patient is at least 21 years old. He/She 
knowingly and voluntarily requested to be 
sterilized and appears to understand the 
nature and consequences of the procedure. I 
have been provided with a copy of the at- 
tached court order. 


Physician 
Date 
2. Related requirements: 
a. 42 CFR 50.203(b) (Cf, 45 CFR 
205.35-3(b)): For text of this section see 
section E of the preamble above. 














RULES AND REGULATIONS 
b. 43 CFR 50.209%a) (Cf, 45 CFR 
205.35-%a)): 


Federal financial assistance administered 
by the Public Health Service may not be 
used for expenditures for sterilization pro- 
cedures unless the consent form appended 
to this section or another form approved by 
the Secretary is used for purposes of this 
section. 


Text of Final Rule 


1. Appendix: 

Notice: YOUR DECISION AT ANY 
TIME NOT TO BE STERILIZED WILL 
NOT RESULT IN THE WITHDRAWAL 
OR WITHHOLDING OF ANY BENEFITS 
PROVIDED BY PROGRAMS OR PRO- 
JECTS RECEIVING FEDERAL FUNDS. 


CONSENT TO STERILIZATION 


I have asked for and received information 
about sterilization from ——————— 
(doctor or clinic). 

When I first asked for the information, I 
was told that the decision to be sterilized is 
completely up to me. I was told that I could 
decide not to be sterilized. If I decide not to 
be sterilized, my decision will not affect my 
right to future care or treatment and I will 
not lose any help or benefits from programs 
receiving Federal funds, such as A.F.D.C. or 
medicaid, that I am now getting or for 
which I may become eligible. 

I UNDERSTAND THAT THE STERIL- 
IZATION MUST BE CONSIDERED PER- 
MANENT AND NOT REVERSIBLE. I 
HAVE DECIDED THAT I DO NOT WANT 
TO BECOME PREGNANT, BEAR CHIL- 
DREN OR FATHER CHILDREN. 

I was told about those temporary methods 
of birth control that are available and could 
be provided to me which will allow me to 
bear or father a child in the future. I have 
rejected these alternatives and chosen to be 
sterilized. 

I understand that I will be sterilized by an 
operation known as a —————-——. The dis- 
comforts, risks and benefits associated with 
the operation have been explained to me. 
All my questions have been answered to my 
satisfaction. 

I understand that the operation will not 
be done until at least thirty days after I sign 


‘this form. I understand that I can change 


my mind at any time and that my decision 
at any time not to be sterilized will not 
result in the withholding of any benefits or 
medical services provided by Federally 
funded programs. 

I am over 21 years of age and was born on 
—(day) (month) (year). 

I, —_———-—_, hereby consent of my own 
free will to be sterilized by ————_--—_- by 
a method called —————-——-. My consent 
expires 180 days from the date of my signa- 
ture below. 

I also consent to the release of this form 
and other medical records about the oper- 
ation to: 

Representatives of the Department of 
Health, Education, and Welfare or 

Employees of programs or projects funded 
by that Department but only for determin- 
ing if Federal laws were observed. 

I have received a copy of this form. 


Signature 
Date: 
(Month, day, year) 


You are requested to supply the following 
information, but it is not required: 








Race and ethnicity designation (please 
check) 

Black (not of Hispanic origin) 

Hispanic 

Asian or Pacific Islander 

American Indian or Alaskan Native 

White (not of Hispanic origin) 


INTERPRETER’S STATEMENT 


If an interpreter is provided to assist the 
individual to be sterilized: 


I have translated the information and 
advice presented orally to the individual to 
be sterilized by the individual obtaining this 
consent. I have also read the consent form 
to in language 
and explained its contents to him/her. To 
the best of knowledge and belief he/she un- 
derstood this explanation. 

Interpreter 
Date 


STATEMENT OF PERSON OBTAINING CONSENT 


Before ————————- (name of individual) 
signed this consent form, I explained to 
him/her the nature of the sterilization op- 
eration . the fact that it is in- 
tended to be a final and irreversible proce- 
dure and the discomforts, risks and benefits 
associated with it. 

I counseled the individual to be sterilized 
that alternative methods of birth control 
are available which are temporary. I ex- 
plained that sterilization is different be- 
cause it is permanent. 

I informed the individual to be sterilized 
that his/her consent can be withdrawn at 
any time and that he/she will not lose any 
health services or any benefits provided by 
Federal funds. \ 

To the best of my knowledge and belief 
the individual to be sterilized is at least 21 
years old and appears mentally competent. 
He/She knowingly and voluntarily request- 
ed to be sterilized and appears to under- 
stand the nature and consequence of the 
procedure. 


Signature of person obtaining consent ——— 
Date 
Facility 
Address 


























PHYSICIAN’S STATEMENT 


Shortly before I performed a sterilization 
operation upon ———————- (name of indi- 
adual to be sterilized), on ——————— 
@ate of sterilization operation). I explained 
to him/her the nature of the sterilization 
operation (specify type of op- 
eration), the fact that it is intended to be a 
final and irreversible procedure and the dis- 
comforts, risks and benefits associated with 
it. 

I counseled the individual to be sterilized 
that alternative methods of birth control 
are available which are temporary. I ex- 
plained that sterilization is different be- 
cause it is permanent. 

I informed the individual to be sterilized 
that his/her consent can be withdrawn at 
any time and that he/she will not lose any 
health services or benefits provided by Fed- 
eral funds. 

To the best of my knowledge and belief 
the individual to be sterilized is at least 21 
years old and appears mentally competent. 
He/she knowingly and voluntarily request- 
ed to be sterilized and appeared to under- 
stand the nature and consequences of the 
procedure. 
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(Instructions for use of alternative final 
paragraphs: Use the first paragraph below 
except in the case of premature delivery or 
emergency abdominal surgery where the 
sterilization is performed less than 30 days 
after the date of the individual’s signature 
on the consent form. In those cases, the 
second paragraph below must be used. Cross 
out the paragraph which is not used.) 

(1) To the best of my knowledge and 
belief at least 30 days have passed between 
the date of the individual's signature on this 
consent form and the date the sterilization 
was performed. 

(2) This sterilization was performed less 
than 30 days but more than 72 hours after 
the patient consented to the sterilization be- 
cause of the following circumstances (check 
applicable box and fill in information re- 
quested); 


Premature delivery 
Individual’s date of expected deliv- 


» 


surgery 





Emergency abdominal 


(describe circumstances): 





Physician 
Date 


2. Related requirements: 

a. 42 CFR 50.205 (Cf, 42 CFR 
441.258)): For text of this section, see 
Section F of the preamble above. 

b. 42 CFR 50.209%a) (Cf, 42 CFR 
257aX5)): 


Federal financial assistance administered 
by the Public Health Service may not be 
used for expenditures for-sterilization pro- 
cedures unless the consent form appended 
to this section or another form approved by 
the Secretary is used. 








Summary of Public Comment 


Approximately 100 comments addressed 
various aspects of the consent form required 
under the proposed rules. In general, the 
following modifications were suggested: 

1. Many responses dealt with the proposed 
requirement that the consent form be in the 
“primary language” of the individual to be 
sterilized or, if it is not, that a translator be 
provided. While some comments agreed 
with the rule as proposed, a number of 
others pointed out problems with it. Several 
respondents noted that this requirement 
would create problems in the case of Indians 
because of the numerous Indian languages 
and because many Indians neither read nor 
write their native language. It was also 
pointed out that in the case of patients 
from an ethnic group of small numbers in 
an area, securing the services of a translator 
may be difficult. It was argued that where 
such individuals also understand English, it 
makes little sense to require the form to be 
translated. Another comment noted that 
where a patient understands English as well 
as his or her native language, it can be diffi- 
cult to determine which is his or her “pri- 
mary language.” It was suggested-that the 
Department change the requirement to the 
patient’s “preferred language,” a language 
the patient “fully understands,” or a lan- 
guage the patient ‘can reasonably be ex- 
pected to understand.” 

2. A few comments disagreed with the pro- 
posed rule’s approach of requiring the use 
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of the consent form in the appendix. A 
couple of these stated that each health care 
facility should design its own consent form 
in compliance with Federal standards in 
order to allow for local needs. Another com- 
ment opposed the required consent form on 
the ground that it would supplant form that 
had been worked out to withstand court 
challenge. A group representing gynecolo- 
gists opposed the form on the ground that 
the form for sterilization should not be dif- 
ferent than that for other surgical proce- 
dures. A couple of comments, however, took 
the position that the Secretary should 
permit use of only the consent form in the 
appendix. 7 

3. A number of comments took the posi- 
tion that the consent form itself should set 
out certain kinds of information. Several 
comments stated that the consent form 
should contain all of the elements of in- 
formed consent. Other comments urged in- 
clusion of specific items of information, 
such as information relating to failure rates 
associated with the various procedures, dis- 
comforts and risks associated with the var- 
ious procedures, and other methods of birth 
control. 

4. A number of comments took issue with 
the provision in the consent form permit- 
ting its release for research purposes, 
mainly on the ground that it could lead to 
breaches of confidentiality. A number of 
these simply opposed release per se, while 
the remainder took the position that release 
of the form for research purposes without 
the patient’s name would be acceptable. A 
few comments urged that the regulations 
provide penalties for breach of confidential- 
ity, require that patients’ names be deleted 
from the forms after passage of a certain 
period of time, and that information relat- 
ing to sterilization be exempt from release 
under the Freedom of Information Act. 

5. The certification provisions of the pro- 
posed rules generated much comment. Sev- 
eral dozen comments urged that the re- 
quirement for initial certification from the 
person obtaining the consent be clarified to 
provide that the individual may not be a 
physician. In general, these comments took 
the position that physicians frequently lack 
the time or ability to provide a full explana- 
tion, often intimidate patients so that the 
patients may not seek clarification of points 
that confuse them, and often present pa- 
tients with only one choice when there may 
in fact be more than one. Other comments 
urged that the regulations require that the 
person obtaining the consent be a trained 
professional (although not a physician) to 
insure that an adequate explanation is pre- 
sented. A number of providers expressed 
concern that the requirement for physician 
certification would cause unnecessary pa- 
perwork and expense. One physician recom- 
mended that the physician certification be 
modified to state that the physician per- 
forming the procedure had not recommend- 
ed the procedure and had not solicited the 
consent. A number of comments evidenced 
confusion with the requirement, assuming 
that the physician signing the certification 
had to be “the physician obtaining the con- 
sent.” One comment stated that physician 
certification would be inappropriate where 
the counseling was done by a separate 
agency, apparently on the ground that the 
provision would require the physician to 
certify to facts he could not attest to. Other 
comments questioned whether the “physi- 
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cian performing the sterilization” could be a 
resident or intern. 

6. A number of comments agreed with the 
proposed rule’s provision making spousal 
consent, if required by State law, inapplica- 
ble for purposes of the Federal programs. 
Other comments expressed confusion on the 
subject, and a few opposed it on the grounds 
that it would interfere with family life. One 
Indian group felt that a spousal consent re- 
quirement should be imposed for Indians in 
ag of the importance of family in Indian 

e. ; 

7. A few comments addressed the 
problem of how the consent form 
should be signed by the illiterate or 
physically handicapped. They recom- 
mended stipulating that the consent 
form be signed or marked in a manner 
acceptable at law for one unable to 
sign. 

8. Several comments expressed con- 
cern over requiring the consent form 
to comply with State and local law on 
the ground that it invites those gov- 
ernments to impose additional restric- 
tive and perhaps questionable require- 
ments. 


Department’s Response 


The Department has made several 
changes in the consent form in re- 
sponse to the public comment. As 
noted in the preceding section, addi- 
tional requirements relating to the 
period of effectiveness of the consent 
form and provision of a copy of the 
consent form to the individual to be 
sterilized were added to §§ 50.203 and 
50.204. The consent form itself has 
likewise been modified to reflect these 
added requirements. The consent form 
of the final rules also reflects the pro- 
vision for waiver of the 30 day require- 
ment and the additional certification 
required in such circumstances by 
§ 50.205(c)(2). Permitting release of 
the form for research purposes has 
also been dropped. This consent provi- 
sion would have indisputably in- 
creased access to the forms, and con- 
comitantly increased the potential for 
unintended release of very private in- 
formation. Moreover, it is felt that 
most research needs will be adequately 
met by use of general patient data 
without information identifying indi- 
viduals. Finally, the Department has 
amended the requirement for an inter- 
preter if the consent form is not in the 
patient’s “primary language’. Under 
these rules, the interpreter require- 
ment applies only if the form is not in 
a language that the patient “under- 
stands.” It is felt that this change 
should obviate the difficulties with 
the provision of the proposed rules 
forecast by the public comment, yet 
insure that the basic purpose of the 
requirement (i.e., that the patient un- 
derstands the form and hence has the 
information needed to give an in- 
formed consent) is met. 
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The remainder of the suggestions 
made by the public comment were not 
accepted, for the following reasons: 

1. The approach of requiring use of 
the consent form in the appendix 
unless an alternate one is approved by 
the Department has been retained. 
Experience under the present rules 
has shown the difficulty of securing 
compliance where the choice of form 
is left to the providers without requir- 
ing prior departmental approval. The 
Department recognizes, however, that 
many providers may wish to use forms 
that contain additional information 
than that set out in the consent form 
of the appendix. While the Depart- 
ment encourages the use of the con- 
sent form set out in the appendix, it is 
concerned primarily that the consent 
form evidence that the required infor- 
mation was presented and contain the 
required certifications. Accordingly, 
the Department will permit providers 
to use such forms, if they are ap- 
proved by the Department prior to 
use. 

2. The Department has not mandat- 
ed the inclusion of specific facts relat- 
ing to the procedure in the consent 
form itself as suggested by the public 
comment. Its reasons for not doing so 
are set out at paragraph 3 of the ‘“De- 
partment’s response’ section of sec- 
tion III F of the preamble above. As 
noted in the preceding paragraph, 
however, providers may use a consent 
form different than that set out in the 
appendix if it is approved, and conse- 
quently may include such information 
on an approved form as in their judg- 
ment appears advisable. 

3. While the Department has revised 
the certification requirements as ex- 
plained above, it has not accepted all 
the suggestions made concerning the 
certifications. Most of the comments 
on this issue in some way concerned 
the role of physicians in initially ob- 
taining consent. The Department 
agrees with many of the comments 
that trained nonphysician personnel 
can play an extremely valuable role in 
explaining the elements of informed 
consent to individuals considering ster- 
ilization, and in many cases serve the 
purpose of these rules as well or better 
than would a physician. Nevertheless, 
it believes that the critical part of the 
process is what information is commu- 
nicated, not who communicates it. 
These rules enumerate what informa- 
tion must be presented, and the De- 
partment is not prepared to assume 
that physicians will not comply with 
them in good faith. To require other- 
wise might also unduly intrude into 
the physician-patient relationship. 
Moreover, requiring use of trained 
nonphysician personnel may be im- 
practical for providers with small 
staffs, such as»those in rural areas. 
These considerations are sufficient in 
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the Department’s view to dictate re- 
tention of the requirement as pro- 
posed. Thus, under these rules, the 
person obtaining the consent may, but 
is not required to, be the physician 
performing the procedure. Since the 
person obtaining the consent may be 
the physician performing the proce- 
dure, it is considered inappropriate to 
adopt the suggestion that the physi- 
cian performing the procedure certify 
that he neither recommended the pro- 
cedure nor solicited the consent. 

4. These rules retain the proposed 
requirement relating to spousal con- 
sent. It should be noted, however, that 
the provision of these rules is simply 
that a State requirement of spousal 
consent need not be followed under 
these rules in order to obtain a steril- 
ization under the Federal programs; 
they do not supersede State law re- 
quirements as to what constitutes a le- 
gally effective consent. The Depart- 
ment has not adopted the suggestion 
that spousal consent be required for 
Indians, in part because such a re- 
quirement may be consitutionally 
questionable and in part because such 
a requirement would be administra- 
tively impracticable. 3 

5. With respect to the query as to 
whether residents or interns can sign 
the physician certification, if a resi- 
dent or intern is the physician per- 
forming the procedure, he or she is 
the person who should sign the physi- 
cian’s certification. 

6. The Department has not changed 
the other requirement relating to fol- 
lowing State and local laws. To date, 
States do not appear to have adopted 
more restrictive policies under the cur- 
rent rules, which contain an identical 
requirement. If the danger foreseen by 
the public comment in this regard ma- 
terializes, the Department will recon- 
sider its position. 

7. The Department has not revised 
the requirement relating to signature 
by the patient to provide for signature 
by mark or other means. In general, 
the term “signature” includes signa- 
ture by mark or by other means evi- 
dencing assent. See, e.g., Joseph Den- 
unzio Fruit Co. v. Crane, 79 F. Supp. 
117, 128 (S.D. Cal. 1948); Bustillos v. 
State, 213 S.W. 2d 837, 841, 152 Tex. 
Cr. R. 324 (Tex. Cr. App., 1948). In any 
event, if further formalities are re- 
quired under State or local law where 
a person is unable to sign his or her 
name, § 50.204(f) requires that they be 
followed. Thus, the requirement as 
presently stated meets the concerns 
raised by the public comment, and the 
requirement accordingly has not been 
revised. 


H. HYSTERECTOMIES 
Text of Proposed Rule 


1. 42 CFR 50.207 (Cf., 45 CFR 205.35- 
7): 


(a) Programs or projects to which this 
subpart applies shall not perfofm or ar- 
range for the performance of any hysterec- 
tomy for the purpose of rendering an indi- 
vidual permanently incapable of reproduc- 
ing, unless [exception with appropriate safe- 
guards, to be added if comments describe 
circumstances in which sterilization by hys- 
terectomy is generally accepted as the ap- 
propriate method]. 

(b) Programs or projects to which this 
subpart applies may perform or arrange for 
the performance of a hysterectomy the pur- 
pose of which is other than to render the 
patient permanently incapable of reproduc- 
ing, provided that: 

(1) The individual who secures the usual 
authorization from the patient or her repre- 
sentative, if any, to perform the hysterec- 
tomy has informed the patient and her rep- 
resentative, if any, orally and in writing, 
that the hysterectomy will render the pa- 
tient permanently incapable of reproducing; 
and 

(2) The patient or her representative, if 
any, has signed a written acknowledgment 
of receipt of the foregoing information. 


2. Related requirements: a. 42 CFR 
50.208(a) (Cf., 45 CFR 205.35-8(a)): 


A program or project: must, with respect 
to any sterilization procedure or hysterec- 
tomy it performs or arranges, (1) meet all 
requirements of this subpart; and (2) pro- 
vide legal counsel for the patient at all 
review committee and court proceedings de- 
scribed in this subpart. 


b. 42 CFR 50.2096) (Cf. 45 CFR 
205.39-9(b)): 


A program or project shall not use Feder- 
al financial assistance for any sterilization 
or hysterectomy without first receiving doc- 
umentation showing that the requirements 
of this subpart have been met. Documenta- 
tion includes consent forms, review commit- 
tee certifications, court orders, and acknow}l- 
edgments of receipt of hysterectomy infor- 
mation. 


Text of final rule: 1. 42 CFR 50.207 
(Cf, 42 CFR 441.255) 


(a) Programs or projects to which this 
subpart applies shall not perform or ar- 
range for the performance of any hysterec- 
tomy solely for the purpose of rendering an 
individual permanently incapable of repro- 
ducing or where, if there is more than one 
purpose to the procedure, the hysterectomy 
would not be performed but for the purpose 
of rendering the individual permanently in- 
capable of reproducing. 

(b) Programs or projects to which this 
subpart applies may perform or arrange for 
any hysterectomy not covered by paragraph 
(a) of this section, only if: 

(1) The person who secures the authoriza- 
tion to*perform the hysterectomy has in- 
formed the individual and her representa- 
tive, if any, orally and in writing, that the 
hysterectomy will render her permanently 
incapable of reproducing; and 

(2) The individual or her representative, if 
any, has signed a written acknowledgment 
of receipt of the foregoing information. 
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2. Related requirements: a. 42 CFR 
50.208(a) (Cf., 42 CFR 441.252): 


A program or project must, with respect 
to any sterilization procedure or hysterec- 
tomy it performs or arranges, meet all the 
requirements of this subpart. 


b. 42 CFR 50.209(b) (Cf, 
441.256): 


A program or project shall not use Feder- 
al financial assistance for any sterilization 
or hysterectomy without first receiving doc- 
umentation showing that the requirements 
of this subpart have been met. Documenta- 
tion includes consent forms, and acknowl- 
edgments of receipt of hysterectomy infor- 
mation. 


42 CFR 


Summary of Public Comment 


In general, the public comment sup- 
ported the proposed rules and opposed 
creating any exceptions to the pro- 
posed requirement that hysterecto- 
mies for contraceptive purposes only 
may not the provided under the Fed- 
eral programs. The remainder of the 
comments were generally as follows: 

1. The largest number of criticisms 
of the proposed rule took the position 
that hysterectomies for family plan- 
ning purposes should be permitted 
under the rules when there are medi- 
cal indications (such as fibroids, fallen 
uterus, retroverted uterus) which by 
themselves do not mandate a hysterec- 
tomy but taken together with a desire 
to end fertility do favor hysterectomy 
as the preferred treatment. Several of 
the comments, including the comment 
of the National Commission for the 
Protection of Human Subjects, advo- 
cated that the rules be changed to pro- 
hibit Federal funding of hysterecto- 
mies “solely” for contraceptive pur- 
poses, in order to clarify that any hys- 
terectomy for which there are medical 
indications (whether or not those indi- 
cations are sufficient to justify hyster- 
ectomy) is not covered by proposed 
§ 50.207(a). 

2. Several physicians commented 
that hysterectomy solely for contra- 
ceptive purposes is appropriate and 
should be permitted since subsequent 
removal of the unterus is increasingly 
likely due to the increasing incidence 
of uterine pathology. In this regard, 
one comment suggested that this ques- 
tion should be left to the professional 
judgment of the treating physician, 
while two other comments opposed 
the rule on the ground that it deprives 
the patient of a full choice in the se- 
lection of a sterilization procedure. 

3. Several comments advocated pro- 
vision of hysterectomies to the severe- 
ly retarded and the physically handi- 
capped where indicated by consider- 
ations of hygiene and emotional 
health. It was suggested that the rules 
be revised to permit this. 

4. Several comments expressed the 
fear that by disallowing payment for 
hysterectomies done for contraceptive 
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purposes the Department would: (1) 
Encourage physicians to contrive 
medical justifications to secure Feder- 
al payment for the procedure; and (2) 
remove such hysterectomies from the 
procedural protections of the rules. 
These comments suggested permitting 
hysterectomies solely for contracep- 
tive purposes subject to safeguards 
such as the following: (1) Mandatory 
second opinion; (2) preoperative moni- 
toring; and (3) compliance audits at 
frequent intervals. 

5. A majority of the comments ad- 
dressing the proposed § 50.207(b) (re- 
lating to medically indicated hysterec- 
tomies) supported it. A number of 
these, however, also recommended 
that such procedures should be made 
subject to the consent requirements of 
the rules or suggested special consent 
requirements. 

6. Several comments suggested that 
instead of treating hysterectomies in 
the context of sterilization, the De- 
partment should develop’ separate 
rules dealing with hysterectomies. Sev- 
eral other comments urged expanding 
the hysterectomy information require- 
ment of proposed § 50.207(b)(1) to all 
procedures which have the eff of 
sterilizing an individual. 


Department’s Response 


Since the public comment failed to 
elicit any circumstances which would 
justify permitting exceptions to the 
requirement of proposed § 50.207(a), 
the Department has eliminated the 
proposed provision for waiver. Aside 
from that change, the rule is other- 
wise unchanged in substance. Howev- 
er, it has been changed to clarify the 
Department’s intent to exclude pay- 
ment for hysterectomies done for ster- 
ilization purposes for which there are 
also some medical indications which 
are themselves insufficient to justify 
performance of a hysterectomy. The 
Department’s reasons for rejecting the 
suggestions made by the public com- 
ment are as follows: 

1. The Department has not accepted 
the comments that proposed 
§50.207(a) be amended by the inclu- 
sion of the word “solely” with no 
other change, since such a change 
would not be consistent with its 
intent. The premise of these com- 
ments was that hysterectomy could 
and should be used where there are 
medical indications for the procedure 
which do not independently justify it, 
but, taken together with a desire for 
sterility, make it the preferred treat- 
ment mode. However, the Department 
does not believe that hysterectomy is 
an appropriate method of sterilization, 
since, compared to other forms of ster- 
ilization, hysterectomy is a risky, pain- 
ful, and expensive procedure. The fact 
that the desire for sterilization is just 
one of several indications for hysterec- 
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tomy does not make the procedure 
any less a sterilization in intent when 
the sterilization purpose is the decisive 
factor in making the choice to perform 
the hysterectomy. Since the Depart- 
ment does not consider hysterectomy 
an appropriate method of sterilization, 
it does not believe it should fund its 
use in such situations. 

2. The. Department disagrees with 
the comments that it should fund hys- 
terectomies for contraceptive purposes 
for the reasons set out above. Indeed, 
comments received from physicians 
during the comment period reinforced 
its impression that the medical profes- 
sion does not consider such hysterec- 
tomies to represent sound medical 
practice. While it is true that the De- 
partment’s decision in this regard de- 
prives women of one _ sterilization 
option, the Department feels that the 
policy considerations stated above suf- 
ficiently justify this restriction of 
choice. 

3. The Department has not accepted 
the comments advocating provision of 
hysterectomies to the severely retard- 
ed and the physically handicapped. 
The former, it should be noted, could 
most likely not be sterilized under 
these rules in any event (see § 50.206). 
As for the latter, if the hysterectomy 
is medically necessary, the procedure 
would come under §50.207(b) and 
hence a special provision is unneces- 
sary. 

4. The Department recognizes that 
by disallowing expenditures for hys- 
terectomies for contraceptive purposes 
it may create some incentive for pro- 
viders to fabricate medical rationales 
for the procedures. Nevertheless, it is 
not prepared to assume that providers 
will act in such bad faith and believes, 
further, that the potential of PSRO 
review and disapproval together with 
the potential of malpractice liability 
for clearly unnecessary procedures 
should serve to minimize abuses of the 
rules. Moreover, the Department, 
through HCFA, has recently begun 
encouraging recipients under the Fed- 
eral programs to obtain second opin- 
ions when-~ hysterectomy is. recom- 
mended by a physician, and believes 
that such action may go far to reduc- 
ing the unnecessary utilization of the 
procedure. 

The comments criticizing the rules 
on the ground that they remove hys- 
terectomies for contraceptive purposes 
from the procedural protections of the 
rules raise a more troublesome issue. 
The point is undoubtedly a valid one. 
However, the basic question raised by 
these comments is which approach 
more effectively discourages such hys- 
terectomies—insuring that the patient 
knows about their risks or removing 
the financial incentive to provide 
them. The Department believes that 
the latter approach has a greater like- 
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lihood of success, and accordingly has 
retained it. 

5. The Department has not expand- 
ed the consent requirements applica- 
ble to sterilizations to medically indi- 
cated hysterectomies as recommended 
by a number of comments for two rea- 
sons. First, the requirement that 
women receiving such hysterectomies 
must be told that their effect will be 
to render them sterile will insure that 
they will be given the opportunity to 
consider the procedure in light of that 
information. Second, there are by defi- 
nition substantial medical indications 
for such hysterectomies. The Depart- 
ment is unwilling at this juncture to 
prescribe further how providers 
should act in the provision of such 
medical treatment on the ground that 
doing so might overregulate the physi- 
cian-patient relationship. 

6. The Department believes it is 
valid to treat hysterectomies in the 
context of sterilization because hyster- 
ectomies are a widely used method of 
sterilization. Although the Depart- 
ment may not approve of that prac- 
tice, it does not consider it appropriate 
to ignore it. Accordingly, the provi- 
sions relating to hysterectomies have 
been retained in these rules. 

7. The Department is not accepting 
the suggestion to expand the hysterec- 
tomy requirements to cover other pro- 
cedures resulting in sterilization. First, 
there is no ready method of identify- 
ing such procedures. Second, to date 
the Department is aware of no other 
procedures that have been as widely 
overutilized as a method of steriliza- 
tion as has hysterectomy. Hence, 
there does not appear to be similar 
need for such a requirement with re- 
spect to other procedures. 


I. MONITORING AND ENFORCEMENT 
Text of Proposed Rule 


1. 42 CFR 50.208 (Cf., 45 CFR 205.35- 
8): 


(a) A program or project must, with re- 
spect to any sterilization procedure or hys- 
terectomy it performs or arranges: (1) Meet 
all requirements of this subpart; and (2) 
provide legal counsel for the patient at all 
review committee and court proceedings de- 
scribed in this subpart. 

(b) The program or project shall maintain 
sufficient records and documentation to 
assure compliance with these regulations, 
and must retain such data for at least 3 
years. 

(c) The program or project shall submit 
other reports as required and when request- 
ed by the Secretary. 


Text of Final Rule 


1. 42 CFR 50.208 (Cf, 
441.252, 441.256): 


(a) A program or project must, with re- 
spect to any sterilization procedure or hys- 
terectomy it performs or arranges, meet all 
requirements of this subpart. 


42 CFR 
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(b) The program or project shall maintain 
sufficient records and documentation to 
assure compliance with these regulations, 
and must retain such data for at least 3 
years. 

(c) The program or project shall submit 
other reports as required and when request- 
ed by the Secretary. 


2. 42 CFR 50.210 (Cf, 
441.259): 


The Secretary will request public com- 
ment on the operation of the provisions of 
this subpart no later than 3 years after 
their effective date. 


42 CFR 


Summary of Public Comment 


As is evident from the summaries of 
public comment in the preceding sec- 
tions, a theme running throughout the 
public comment as a whole was the 
need for effective monitoring and en- 
forcement of the regulations. While 
most of these comments stressed the 
need for such activity rather than pro- 
posing mechanisms for conducting it, 
several specific suggestions were made, 
as follows: 

1. A number of comments suggested 
that the Department reevaluate the 
regulations after a certain time period 
(generally, 18-24 months) in light of 
experience with them. 

2. Several comments suggested tar- 
geting evaluation efforts on particular 
groups (such as the rural poor, the 
young, the mentally incompetent) to 
determine what, if any, hardship the 
regulations have caused for those 
groups. 

3. Other comments suggested specif- 
ic monitoring and enforcement pro- 
grams. A Member of Congress urged 
the Department to set up an oversight 
program under the Inspector General. 
Other comments suggested requiring 
monitoring by federally funded citi- 
zens review boards or similar groups. 


Department Response 


The Department has revised the re- 
porting requirements of the regulation 
to be consistent with its deletion of 
the proposed review committee/court 
review requirements. It also agrees 
with the public comment on this issue 
generally, and intends to monitor and 
enforce compliance with the regula- 
tions to the best of its ability. Specifi- 
cally, HCFA, PHS, and APS will con- 
tinue their present monitoring efforts 
of their programs as a whole. Those 
efforts will be supplemented by a spe- 
cial program of monitoring conducted 
by the Inspector General to identify 
instances of chronic or particular non- 
compliance and take appropriate en- 
forcement steps. Finally, the Depart- 
ment will review these rules after 3 
years of experience with them to de- 
termine what, if any, aspects of them 
may be causing hardship among the 
population served by the Federal pro- 
grams and what, if any, of the compli- 


ance requirements need to be changed. 
A section providing for such review 
has accordingly been added. 

The Department notes that several 
provisions of these rules should make 
such monitoring easier than it has 
been in the past. The requirement 
that the consent form set out in the 
appendix or another approved form be 
used should virtually eliminate one 
troublesome area of compliance, while 
the documentation requirements of 
these rules will facilitate compliance 
reviews. In addition, acquisition of the 
racial and ethnic data requested on 
the consent form should serve to high- 
light situations where sterilization 
procedures are being overprescribed 
for one or more groups. 

As the above indicates, the Depart- 
ment is accepting most of the specific 
suggestions made by the public com- 
ment. It has, however, not accepted 
the suggestion to set up private, feder- 
ally funded review panels, since at this 
juncture it is not convinced that such 
a program is needed in view of the 
monitoring and enforcement efforts it 
plans to make. 


J. BALANCE OF THE RULES BETWEEN 
ACCESS TO STERILIZATION AND PROTEC- 
TION AGAINST ABUSE 


Summary of Public Comment 


While many persons speaking at the 
public hearings stated either that the 
proposed rules struck an adequate bal- 
ance between access to sterilization 
and protection against abuse or that 
the rules needed to be strengthened to 
provide for further protection, most of 
the written comment stated that the 
proposed rules would unduly impede 
access. The following reasons were 
given in support of this position: 

1. A number of comments stated 
that the few abuses inherent in a mas- 
sive health care system do not justify 
altering the current adequate in- 
formed consent procedures that char- 
acterize medical practice in the United 
States. 

2. Other comments stated that ev- 
eryone should not be penalized for the 
sake of the rare individual who has 
second thoughts after the operation 
and who then blames the hospital and 
physician for “coercion.” Most of 
those who eventually regret their ster- 
ilization operation do so because of un- 
predictable changes in their life cir- 
cumstances. When _  regretters are 
asked what they would do if they had 
it to do over again, most respond that 
given the circumstances at the time 
they got the operation, their decision 
would be the same. 

3. Several comments suggested that 
the whole approach of the rules is 
wrong: The emphasis should be on 
finding abusers rather than “punish- 
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ing the average person who requests 
sterilization but cannot pay.” 

4. It was also suggested that the pro- 
posed rules would increase health care 
costs; interfere with women’s rights to 
reproductive self-determination; limit 
the medical choices of poor women 
(i.e. create a double standard in medi- 
cine); result in more unwanted births, 
child abuse, maternal deaths from 
septic abortions, etc.; and create un- 
necessary paperwork. 


Department’s Response 


In general, the Department believes 
that these rules strike an appropriate 
balance between the goals of access to 
sterilization services and protection 
against abuse. Its reasons for this are 
fully set out in section I C of the pre- 
amble above. With respect to the par- 
ticular comments made, the Depart- 
ment responds as follows: 

1. As noted above, the consent proce- 
dures of the final rules build upon the 
consent. procedures of the current 
rules. Thus, the Department does not 
believe they materially alter the cur- 
rent practice applicable in this area 
under the Federal programs. 

2. While the incidence of regret may 
in fact be rare, it appears that it is pre- 
dictably higher among certain groups, 
especially among the young. See sec- 
tion III C of the preamble above. 
Moreover, even if the regret rate is 
low, the Department is of the view 
that the potential for tragedy in such 
cases is great enough to warrant safe- 
guards against its occurrence. 

3. The Department agrees that it is 
important to find providers who abuse 
sterilization services and prevent them 
from continuing such abuse. However, 
it does not agree that it can reason- 
ably do this by. eliminating the proce- 
dural protections of the regulations, 
since those procedures in part define 
what constitutes abuse. Moreover, as- 
suming for the moment that the De- 
partment could ascertain what consti- 
tuted abuse without procedures defin- 
ing compliance, the approach suggest- 
ed of punishing abusers rather than 
restricting access would mean that the 
Department could only act after abuse 
had occurred rather than preventing 
it. 

4. It is true that these rules do re- 
strict one family planning choice for 
the persons who receive services under 
the Federal programs. The basis for 
this restriction are set out above and, 
in the Department’s view, fully war- 
rant it. Moreover, it should be noted 
that temporary forms of birth control 
are still available under the Federal 
programs, so while these rules may in 
some cases restrict choice, they do not 
preclude access to family planning 
services per se. 

5. Although some comments suggest- 
ed that these rules will increase health 
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care costs, at present, the Department 
believes that the increase in cost will 
not differ significantly from present 
costs, since many of the procedures 
are already required under the current 
rules. 


K. TECHNICAL AND CONFORMING CHANGES 


The Department has made a number 
of changes in the regulations which 
are essentially technical in nature. 
The major ones are summarized 
below. 

1. Both the PHS and Medicaid regu- 
lations are renumbered and slightly 
reorganized, to take account of the on- 
going Departmental effort to simplify 
regulations. In addition, the medicaid 
regulations have been moved to a dif- 
ferent title of the Code of Federal 
Regulations, in line with the ongoing 
recodification of the medicaid regula- 
tions. 

2. The recodification of the medicaid 
regulation necessitates revision of the 
social services regulations, applicable 
to sterilizations, since they incorporate 
the former medicaid regulation by ref- 
erence. A final rule revising the social 
services regulations to refer to the re- 
codified medicaid regulation is thus 
being issued. 

3. The Department has attempted to 
make its references to the person 
being sterilized consistent throughout 
the regulation. Thus, the term “pa- 
tient” has been eliminated and the 
term “individual to be sterilized” sub- 
stituted. 

4. References in proposed 42 CFR 
§§ 50.208 and 50.209 (proposed 
§§ 205.35-8 and 205.35-9) to review 
committee certifications and proceed- 
ings, court orders and court proceed- 
ings, and legal counsel have been 
dropped, consistent with the deletion 
from these rules of the review commit- 
tee/court review procedures of the 
proposed rules. 

5. The “State Agency” requirements 
of proposed 45 CFR § 205.35-8 have 
been changed to “State. plan” require- 
ments in the HCFA rules to facilitate 
compliance enforcement. 

6. A definition of the term ‘arrange 
for’? has been added to the PHS regu- 
lations to make clear that these re- 
quirements do not apply where the 
project’s connection with the proce- 
dure is so tenuous as to make it im- 
practicable for it to enforce compli- 
ance with these requirements. The 
medicaid regulations have no such 
definition, since the structure of their 
programs does not make it appropri- 
ate. 

In view of the foregoing, the Assist- 
ant Secretary of Health, with the ap- 
proval of the Secretary of Health, 
Education, and Welfare, hereby re- 
vises subpart B of part 50, title 42 
Code of Federal Regulations, as set 
forth below. 
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Dated: September 8, 1978. 


CHARLES MILLER, 
Acting Assistant Secretary 
for Health. 


Approved: October 30, 1978. 


JOSEPH A, CALIFANO, Jr., 
Secretary. 
Subpart B of 42 CFR Part 50 is re- 
vised to read as follows: 


Subpart B—Sterilization of Persons in 
Federally Assisted Family Planning Projects 


Sec. 

50.201 Applicability. 

50.202 Definitions. 

50.203 Sterilization of a mentally compe- 
tent individual aged 21 or older. 

50.204 Informed consent requirement. 

50.205 Consent form requirements. 

50.206 Sterilization of a mentally incompe- 
tent individual or an institutionalized in- 
dividual. 

50.207 Sterilization by hysterectomy. 

50.208 Program or project requirements. 

50.209 Use of Federal financial assistance. 

50.210 Review of regulation. 

Appendix: Required consent form. 

AvuTHoRITY: Sec. 215, Public Health Serv- 

ice Act, as amended (42 U.S.C. 216). 


Subpart B—Sterilization of Persons in 
Federally Assisted Family Planning 
Projects 


§ 50.201 Applicability. 


The provisions of this subpart are 
applicable to programs or projects for 
health services which are supported in 
whole or in part by Federal financial 
assistance, whether by grant or con- 
tract, administered by the Public 
Health Service. 


§ 50.202 Definitions. 


As used in this subpart: 

“Arrange for’ means to make ar- 
rangements (other than mere referral 
of an individual to, or the mere 
making of an appointment for him or 
her with, another health care provid- 
er) for the performance of a medical 
procedure on an individual by a health 
care provider other than the program 
or project. 

“Hysterectomy” means a medical 
procedure or operation for the pur- 
pose of removing the uterus. 

“Institutionalized individual’ means 
an individual who is (1) involuntarily 
confined or detained, under a civil or 
criminal statute, in a correctional or 
rehabilitative facility, including a 
mental hospital or other facility for 
the care and treatment of mental ill- 
ness, or (2) confined, under a volun- 
tary commitment, in a mental hospital 
or other facility for the care and treat- 
ment of mental illness. 

“Mentally incompetent individual” 
means an individual who has been de- 
clared mentally incompetent by a Fed- 
eral, State, or local court of competent 
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jurisdiction for any purpose unless he 
or she has been declared competent 
for purposes which include the ability 
to consent to sterilization. 

“Public Health Service’ means the 
Health Services Administration, 
Health Resources Administration, Na- 
tional Institutes of Health, Center for 
Disease Control, Alcohol, Drug Abuse 
and Mental Health Administration 
and all of their constituent agencies. 

The “Secretary” means the Secre- 
tary of Health, Education, and Wel- 
fare and any other officer or employee 
of the Department of Health, Educa- 
tion, and Welfare to whom the author- 
ity involved has been delegated. 

“Sterilization” means any medical 
procedure, treatment, or operation for 
the purpose of rendering an individual 
permanently incapable of reproducing. 


§ 50.203 Sterilization of a mentally compe- 
tent individual aged 21 or older. 


Programs or projects to which this 
subpart applies shall perform or ar- 
range for the performance of steriliza- 
tion of an individual only if the follow- 
ing requirements have been met: 

(a) The individual is at least 21 years 
old at the time consent is obtained. 

(b) The individual is not a mentally 
incompetent individual. i 

(c) The individual has voluntarily 
given his or her informed consent in 
accordance with the procedures of 
§ 50.204 of this subpart. 

(d) At least 30 days but not more 
than 180 days have passed between 
the date of informed consent and the 
date of the sterilization, except in the 
case of premature delivery or emer- 
gency abdominal surgery. An individu- 
al may consent to be sterilized at the 
time of premature delivery or emer- 
gency abdominal surgery, if at least 72 
hours have passed after he or she gave 
informed consent to sterilization. In 
the case of premature delivery, the in- 
formed consent must. have been given 
at least 30 days before the expected 
date of delivery. 


§ 50.204 Informed consent requirement. 


Informed consent does not exist 
unless a consent form is completed 
voluntarily and in accordance with all 
the requirements of this section and 
§ 50.205 of this subpart. 

(a) A person who obtains informed 
consent for a sterilization procedure 
must offer to answer any questions 
the individual to be sterilized may 
have concerning the procedure, pro- 
vide a copy of the consent form, and 
provide orally all of the following in- 
formation or advice to the individual 
who is to be sterilized: 

(1) Advice that the individual is free 
to withhold or withdraw consent to 
the procedure any time before the 
sterilization without affecting his or 
her right to future care or treatment 
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and without loss or withdrawal of any 
federally funded program benefits to 
which the individual might be other- 
wise entitled: 

(2) A description of available alter- 
native methods of family planning and 
birth control; 

(3) Advice that the sterilization pro- 
cedure is considered to be irreversible; 

(4) A thorough explanation of the 
specific sterilization procedure to be 
performed; 

(5) A full description of the discom- 
forts and risks that may accompany or 
follow the performing of the proce- 
dure, including an explanation of the 
type and possible effects of any anes- 
thetic to be used; 

(6) A full description of the benefits 
or advantages that may be expected as 
a result of the sterilization; and 

(7) Advice that the sterilization will 
not be performed for at least 30 days 
except under the circumstances speci- 
fied in § 50.203(d) of this subpart. 

(b) Arf interpreter must be provided 
to assist the individual to be sterilized 
if he or she does not understand the 
language used on the consent form or 
the language used by the person ob- 
taining the consent. 

(c) Suitable arrangements must be 
made to insure that the information 
specified in paragraph (a) of this sec- 
tion is effectively communicated to 
any individual to be sterilized who is 
blind, deaf or otherwise handicapped. 

(d) A witness chosen by the individu- 
al to be sterilized may be present when 
consent is obtained. 

(e) Informed consent may not be ob- 
tained while the individual to be steril- 
ized is: 

(1) In labor or childbirth; 

(2) Seeking to obtain or obtaining an 
abortion; or 

(3) Under the influence of alcohol or 
other substances that affect the indi- 
vidual’s state of awareness. 

(f) Any requirement of State and 
local law for obtaining consent, except 
one of spousal consent, must be fol- 
lowed. 


§ 50.205 Consent form requirements. 


(a) Required consent form. The con- 
sent form appended to this subpart or 
another consent form approved by the 
Secretary must be used. 

(b) Required signatures. The consent 
form must be signed and dated by: 

(1) The individual to be sterilized; 
and 

(2) The interpreter, if one is pro- 
vided; and 

(3) The person who obtains the con- 
sent; and 

(4) The physician who will perform 
the sterilization procedure. 

(c) Required certifications. (1) The 
person obtaining the consent must cer- 
tify by signing the consent form that: 
(i) before the individual to be steril- 


ized signed the consent form, he or 
she advised the individual to be steril- 
ized that no Federal benefits may be 
withdrawn because of the decision not 
to be sterilized, (ii) he or she explained 
orally the requirements for informed 
consent as set forth on the consent 
form, and (iii) to the best of his or her 
knowledge and belief, the individual to 
be sterilized appeared mentally compe- 
tent and knowingly and voluntarily 
consented to be sterilized. 

(2) The physician performing the 
sterilization must certify by signing 
the consent form, that: (i) shortly 
before the performance of the steril- 
ization, he or she advised the individu- 
al to be sterilized that no Federal 
benefits may be withdrawn because of 
the decision not to be sterilized, (ii) he 
or she explained orally the require- 
ments for informed consent as set 
forth on the consent form, and (iii) to 
the best of his or her knowledge and 
belief, the individual to be sterilized 
appeared mentally competent and 
knowingly and voluntarily consented 
to be sterilized. Except in the case of 
premature delivery or emergency ab- 
doninal surgery, the physician must 
further certify that at least 30 days 
have passed between the date of the 
individual’s signature on the consent 
form and the date upon which the 
sterilization was performed. If prema- 
ture delivery occurs or emergency ab- 
dominal surgery is required within the 
30-day period, the physician must cer- 
tify that the sterilization was per- 
formed less than 30 days but not less 
than 72 hours after the date of the in- 
dividual’s signature on the consent 
form because of premature delivery or 
emergency abdominal surgery, as ap- 
plicable. In the case of premature de- 
livery, the physician must also state 
the expected date of delivery. In the 
case of emergency abdominal surgery, 
the physician must describe the emer- 
gency. 

(3) If an interpreter is provided, the 
interpreter must certify that he or she 
translated the information and advice 
presented orally, read the consent 
form and explained its contents and to 
the best of the interpreter’s knowledge 
and belief, the individual to be steril- 
ized understood what the interpreter 
told him or her. 


§ 50.206 Sterilization of a mentally incom- 
petent individual or of an institutional- 
ized individual. | 


Programs or projects to which this 
subpart applies shall not perform or 
arrange for the performance of a ster- 
ilization of any mentally incompetent 
individual or institutionalized individ- 
ual. 


§ 50.207 Sterilization by hysterectomy. 


(a) Programs or projects to which 
this subpart applies shall not perform 
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or arrange for the performance of any 
hysterectomy solely for the purpose of 
rendering an individual permanently 
incapable of reproducing or where, if 
there is more than one purpose to the 
procedure, the hysterectomy would 
not be performed but for the purpose 
of rendering the individual perma- 
nently incapable of reproducing. 

(b) Programs or projects to which 
this subpart applies may perform or 
arrange for the performance of a hys- 
terectomy not covered by paragraph 
(a) of this section only if: _ 

(1) The person who secures the au- 
thorization to perform the hysterec- 
tomy has informed the individual and 
her representative, if any, orally and 
in writing, that the hysterectomy will 
render her permanently incapable of 
reproducing; and 

(2) The individual or her representa- 
tive, if any, has signed a written ac- 
knowledgment of receipt of that infor- 
mation. 


§ 50.208 Program or project requirements. 


(a) A program or project must, with 
respect to any sterilization procedure 
or hysterectomy it performs or ar- 
ranges, meet all requirements of this 
subpart. i 

(b) The program or project shall 
maintain sufficient records and docu- 
mentation to assure compliance with 
these regulations, and must retain 
such data for at least 3 years. 

(c) The program or project shall 
submit other reports as required and 
when requested by the Secretary. 


§ 50.209 Use of Federal financial assist- 
ance. 


(a) Federal financial assistance ad- 
minstered by the Public Health Serv- 
ice may not be used for expenditures 
for sterilization procedures unless the 
consent form appended to this section 
or another form approved by the Sec- 
retary is used. 

(b) A program or project shall not 
use Federal financial assistance for 
any sterilization or hysterectomy 
without first receiving documentation 
showing that the requirements of this 
subpart have been met. Documenta- 
tion includes consent forms, and ac- 
knowledgments of receipt of hysterec- 
tomy information. 


§ 50.210 Review of regulation. 


The Secretary will request public 
comment on the operation of the pro- 
visions of this subpart not later than 3 
years after their effective date. 


APPENDIX: REQUIRED CONSENT FORM 


Notice: YOUR DECISION AT ANY 
TIME NOT TO BE STERILIZED WILL 
NOT RESULT IN THE WITHDRAWAL 
OR WITHHOLDING OF ANY BENEFITS 
PROVIDED BY PROGRAMS OR PRO- 
JECTS RECEIVING FEDERAL FUNDS. 
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CONSENT TO STERILIZATION 


I have asked for and received information 
about sterilization from ——————— 
(doctor or clinic). When I first asked for the 
information, I was told that the decision to 
be sterilized is completely up to me. I was 
told that I could decide not to be sterilized. 
If I decide not to be sterilized, my decision 
will not affect my right to future care or 
treatment. I will not lose any help or bene- 
fits from programs receiving Federal funds, 
such as A.F.D.C. or medicaid that Iam now 
getting or for which I may become eligible. 

I UNDERSTAND THAT THE STERIL- 
IZATION MUST BE CONSIDERED PER- 
MANENT AND NOT REVERSIBLE. I 
HAVE DECIDED THAT I DO NOT WANT 
TO BECOME PREGNANT, BEAR CHIL- 
DREN OR FATHER CHILDREN. 

I was told about those temporary methods 
of birth control that are available and could 
be provided to me which will allow me to 
bear or father a child in the future. I have 
rejected these alternatives and chosen to be 
sterilized. 

I understand that I will be sterilized by an 
operation known as a . The dis- 
comforts, risks and benefits associated with 
the operation have been explained to me. 
All my questions have been answered to my 
satisfaction. 

I understand that the operation will not 
be done until at least 30 days after I sign 
this form. I understand that I can change 
my mind at any time and that my decision 
at any time not to be sterilized will not 
result in the withholding of any benefits or 
medical services provided by federally 
funded programs. 

I am at least 21 years of age and was born 
on — (day), —— (month), —— (year). 

I, -———_, hereby consent of my own 
free will to be sterilized by ————-——-—- by 
a method called —————-—. My consent 
expires 180 days from the date of my signa- 
ture below. 

I also consent to the release of this form 
and other medical records about the oper- 
ation to: 

Representatives of the Department of 
Health, Education, and Welfare or 

Employees of programs or projects funded 
by that Department but only for determin- 
ing if Federal laws were observed. 

I have received a copy of this form. 


Signature 
Date: 
(Month, day, year) 


You are requested to supply the following 
information, but it is not required: 


Race and ethnicity designation (please 
check) 

Black (not of Hispanic origin) 

Hispanic 

Asian or Pacific Islander 

American Indian or Alaskan native 

White (not of Hispanic origin) — 


INTERPRETER’S STATEMENT 


If an interpreter is provided to assist the 
individual to be sterilized: 

I have translated the information and 
advice presented orally to the individual to 
be sterilized by the person obtaining this 
consent. I have also read him/her the con- 
sent form in ————————- language and ex- 
plained its contents to him/her. To the best 
of my knowledge and belief he/she under- 
stood this explanation. 


Interpreter 
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Date 


STATE OF PERSON OBTAINING CONSENT 


Before —————-——. (name of individual), 
signed the consent form, I explained to 
him/her the nature of the sterilization op- 
eration . the fact that it is in- 
tended to be a final and irreversible proce- 
dure and the discomforts, risks and benefits 
associated with it. 

I counseled the individual to be sterilized 
that alternative methods of birth control 
are available which are temporary. I ex- 
plained that sterilization is different be- 
cause it is permanent. 

I informed the individual to be sterilized 
that his/her consent can be withdrawn at 
any time and that he/she will not lose any 
health services or any benefits provided by 
Federal funds. 

To the best of my knowledge and belief 
the individual to be sterilized is at least 21 
years old and appears mentally competent. 
He/She knowingly and voluntarily request- 
ed to be sterilized and appears to under- 
stand the nature and consequence of the 
procedure. 


Signature of person obtaining consent 
Date 
Facility 
Address 











PHYSICIAN’S STATEMENT 


Shortly before I performed a sterilization 
operation upon (name of indi- 
vidual to be sterilized), on —— (date of 
sterilization), — (operation), I ex- 
plained to him/her the nature of the steril- 
ization operation (specify type 
of operation), the fact that it is intended to 
be a final and irreversible procedure and the 
discomforts, risks and benefits associated 
with it. 

I counseled the individual to be sterilized 
that alternative methods of birth control 
are available which are temporary. I ex- 
plained that sterilization is different be- 
cause it is permanent. 

I informed the individual to be sterilized 
that his/her consent can be withdrawn at 
any time and that he/she will not lose any 
health services or benefits provided by Fed- 
eral funds. 

To the best of my knowledge and belief 
the individual to be sterilized is at least 21 
years old and appears mentally competent. 
He/She knowingly and voluntarily request- 
ed to be sterilized and appeared to under- 
stand the nature and consequences of the 
procedure. 

(Instructions for use of alternative final 
paragraphs: Use the first paragraph below 
except in the case of premature delivery or 
emergency abdominal surgery where the 
sterilization is performed less than 30 days 
after the date of the individual’s signature 
on the consent form. In those cases, the 
second paragraph below must be used. Cross 
out the paragraph which is not used.) 

(1) At least 30 days have passed between 
the date of the individual’s signature on this 
consent form and the date the sterilization 
was performed. 

(2) This sterilization was performed less 
than 30 days but more than 72 hours after 
the date of the individual’s signature on this 
consent form because of the following cir- 
cumstances (check applicable box and fill in 
information requested): 


O Premature delivery 
Individual’s expected date of delivery: 
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O Emergency abdominal surgery: 
(Describe circumstances): 


Physician 
Date 











Your STERILIZATION OPERATION: 
INFORMATION FOR WOMEN 


WHY THIS PAMPHLET IS IMPORTANT TO YOU 


Sterilization is an operation which is in- 
tended to make it impossible for you to ever 
become pregnant. This pamphlet describes 
the different types of sterilization oper- 
ations, their benefits, their discomforts, and 
their risks. You should read the pamphlet 
completely. 

Both men and women can be sterilized. 
This pamphlet is about sterilization oper- 
ations for a woman. (Ask your doctor or 
clinic for the pamphlet on sterilization for a 
man.) 

If the Federal Government is to pay for 
your sterilization, certain conditions must 
be met. They are listed on page . The pur- 
pose of these conditions is to ensure that 
you understand sterilization and that you 
choose freely to have this operation. 


MAKING UP YOUR MIND 


Sterilization must be considered perma- 
nent. For nearly all women, once this oper- 
ation has been done, it can never be undone. 
Some doctors try to undo a sterilization by 
rejoining the tubes. This is a difficult and 
expensive operation and it doesn’t work 
very often. Some people call sterilization 
“tying the tubes.” But don’t think the tubes 
can be untied! They can’t. So it’s not a good 
idea to think your sterilization can be 
undone. 

Make sure you do not want to bear chil- 
dren under any circumstances before you 
decide to be sterilized. Are you sure you 
would not want to bear children even if one 
of your present children died? Or your hus- 
band died? Or you got divorced and remar- 
ried? Be sure, before you decide to be steril- 
ized. 

No one can force you to be sterilized! 
Don’t let anyone push you into it. If you do 
not want to be sterilized, no one can take 
away any of your Federal benefits such as 
welfare, Social Security, or health care—in- 
cluding sterilization at a later date. No one 
can force you to be sterilized as a condition 
for delivering your baby or performing an 
abortion. 

To have this operation paid for with Fed- 
eral funds, you must be at least 21 years old. 
If you are married, you should discuss the 
operation with your husband. However, his 
consent is not required if Medicaid or any 
other Federal Government program is going 
to pay for your operation. Your consent to 
sterilization cannot be obtained while you 
are in the hospital for childbirth or abor- 
tion, or if you are under the influence of al- 
cohol or other substances that affect your 
state of awareness.' 

You must sign the consent form at least 
30 days before you plan to have the oper- 
ation. This is so you will have at least 30 
days to think it over and discuss it with 
your family and others. You can change 
your mind any time before the operation 
and can cancel your appointment if you do. 


'This condition, the minimum age of 21, 
and the 30-day waiting period must be met 
if the Federal Government is to pay for 
your sterilization. 


RULES AND REGULATIONS 


OTHER METHODS OF BIRTH CONTROL 


There are many other ways to avoid preg- 
nancy. Before you decide to be sterilized, 
think about these other methods of birth 
control. 


TEMPORARY METHODS OF BIRTH CONTROL 


The following methods of birth control 
are temporary. This means that when you 
or your partner stop using them you can 
become pregnant. Temporary methods of 
birth control are effective only if you use 
them according to instructions. If you think 
you might want to become pregnant later, 
you should use a temporary method of birth 
control instead of sterilization. 

Ask your doctor or clinic for pamphlets 
and counseling on any of these temporary 
methods of birth control if you want them. 
If you decide you want a temporary method 
of birth control, ask for it today. 

Birth control pill—A pill you take regular- 
ly which makes you 98 percent certain you 
will not get pregnant. It is usually safe, but 
has occasional side effects and rare serious 
complications. The pill has been linked in 
some women with minor side effects such as 
darkening of the skin of the face, nausea, 
and vaginal discharge. More serious compli- 
cations which occur infrequently include de- 
pression, increased tendency for abnormal 
blood clotting, increased risk of heart attack 
and stroke (especially among women over 
age 35 who smoke), and a small increased 
risk of liver or gall bladder disease. 

Loop, coil, intrauterine device (IUD)—A 
small piece of plastic a doctor or family 
planning specialist inserts into your uterus 
(womb) which makes you 96 percent certain 
you will not get pregnant. It is usually very 
safe, but has occasional side effects and rare 
serious complications. IUD use has been 
linked in some women with irregular peri- 
ods, cramps, and increased risk of infection 
of the’uterus. 

Diaphragm with contraceptive jelly or 
cream—A cup of rubber or soft plastic you 
place in your vagina each time before inter- 
course. Contraceptive jelly or cream must 
be used with the diaphragm for it to be ef- 
fective. Sometimes it fails if it is not used 
properly (85-90 percent effective) and you 
can get pregnant anyway, but it has no risk 
of serious complications. 

Contraceptive foam, foaming tablet—A 
foam (which looks like shaving cream) or a 
tablet you place in your vagina each time 
before intercourse. Sometimes it fails (85 
percent effective) and you can get pregnant 
— It occasionally has minor side ef- 

ects. : ; 

Condom, prophylactic—A thin sheath of 
rubber the man places over his penis each 
time before intercourse. Sometimes it fails 
(90 percent effective) and you can get preg- 
nant anyway, but there is no risk of serious 
complications. A condom and contraceptive 
foam or diaphragm can be used at the same 
time for extra protection. 

Natural methods—A type of birth control 
in which you do not have intercourse on the 
8-15 days each month when you are likely 
to get pregnant. It is sometimes hard to tell 
when these days occur and effectiveness de- 
pends on proper instruction and motivation. 
The sympto-thermal method (90 percent ef- 
fective) is an example of natural methods. 
It involves keeping a chart of your body 
temperature and checking your cervical 
mucus. Effectiveness depends upon the care 
with which you follow it. Some people think 
of natural methods as only rhythm (the cal- 


endar method), but this method is no longer 
recommended by experts in natural meth- 
ods. There is no risk of complications with 
natural methods. 


STERILIZATION FOR A MAN 


A man can be sterilized by an operation 
called a vasectomy. This operation is intend- 
ed to make it impossible for him to ever 
father children. It is simpler, quicker, and 
safer than the sterilization operation for a 
woman, so you and your partner may decide 
that it is better for him to have the steril- 
ization operation. (Ask your doctor or clinic 
for the pamphlet on sterilization for a man.) 


WHAT ABOUT ABORTION? 


Abortion does not prevent pregnancy. It is 
an operation to stop a pregnancy which has 
already started. It should be done during 
the first 3 months of pregnancy. It can be 
done later, but it is more expensive, less 
safe, and usually requires that you stay ina 
hospital. Abortion works to stop a pregnan- 
cy almost 100 percent of the time. There are 
some discomforts and occasional complica- 
tions (sometimes serious) with abortion. 
When this pamphlet was written, Medicaid 
and some other Federal Government pro- 
grams would pay for abortions only in cer- 
tain cases. Ask your doctor or clinic. 


WHEN CAN A WOMAN HAVE A STERILIZATION 
OPERATION? 


A sterilization operation can be done at 
different times. A talk with your doctor or 
clinic can help you to decide what might be 
most suitable for you. 

A woman can have a sterilization oper- 
ation at any time in her life. This means a 
woman can have a sterilization operation at 
any time she wants. It doesn’t matter if she 
is not married or doesn’t have children. It is 
up to her. 

A woman can have a sterilization oper- 
ation right after having a baby. This means 
that a woman may want to be sterilized 
while she is in the hospital for the delivery. 
A woman should think about this early in 
her pregnancy because in order for the ster- 
ilization to be paid for with Federal funds 
she must sign the consent form at least 30 
days before the baby is due. If the woman 
delivers prematurely or has emergency ab- 
dominal surgery at least 72 hours after she 
has signed the consent form, she does not 
need to wait 30 days, and the sterilization 
may be performed at the same time as the 
other surgery. She should be sure that she 
would not want to have children again even 
if the baby did not live very long after birth. 

A woman can have a sterilization oper- 
ation at the same time she has a baby by ce- 
sarean section. Sometimes a baby has to be 
delivered by an operation through the abdo- 
men. This is called a cesarean section. A 
sterilization operation can be done at the 
same time through the same incision, but 
the woman must make up her mind at least 
30 days before the baby is due. 

A woman can have a sterilization oper- 
ation right after she has an abortion if she 
has signed the consent form at least 30 days 
previously. Remember that an abortion 
which is delayed may be more difficult and 
carry more risk. If a woman is not sure 
about the sterilization, she can still have an 
abortion, and then decide to be sterilized or 
not at a later time. 


FEDERAL REGISTER, VOL. 43, NO. 217—WEDNESDAY, NOVEMBER 8, 1978 





FACTS ABOUT THE OPERATION 


The surgical method of birth control is 
called a tubal sterilization or tubal ligation. 

In this operation the doctor blocks or sep- 
arates each of your two tubes so that your 
eggs cannot travel through them from your 
ovaries to your uterus. Blocking the tubes 
makes pregnancy impossible. (See figures at 
left.) Menstruation (monthly bleeding 
period) continues as before. Tubal steriliza- 
tion will not change your hormones (will 
not cause change of life). 


IS THE OPERATION GUARANTEED TO WORK? 


Tubal sterilization works almost all the 
time. This means that only from 2 to 5 out 
of every 1,000 women who have the oper- 
ation will still get pregnant. This is usually 
because the two ends of the tubes have 
grown back together. It is more than 99 per- 
cent effective—higher than all other meth- 
ods of birth control for women. You should 
use some temporary method of birth control 
until you have your operation. Your doctor 

_will try to be certain you are not already 
pregnant at the time of the Operation. 


FOUR TYPES OF TUBAL STERILIZATION 


1. Laparotomy, mini-laparotomy; 

2. Laparoscopy; 

3. Postpartum tubal ligation; and 

4. Vaginal tubal ligation. 

The operation you have depends on your 
health and your doctor. Talk to him or her 
about which operation you will have. 


LAPAROTOMY, MINI-LAPAROTOMY 


In both of these operations, the doctor 
makes an incision (cut) in the lower portion 
of your abdomen. The difference between 
the two is the length of the incision and the 
extensiveness of the surgery. In a mini-la- 
parotomy the incision is very short (1 or 2 
inches) and leaves only a small scar. In a la- 
parotomy it is much longer (3 to 5 inches) 
and leaves a longer scar. Ask your doctor 
which method he or she uses. 

Through the incision on the abdomen, the 
doctor can reach both tubes, one at a time. 
The doctor can either remove a section and 
then use surgical thread to tie the tubes 
shut or seal them with electric current, 
bands, or clips. After the tubes are sealed, 
the incision on your abdomen is stitched 
closed. : 

The operation, including the anesthesia, 
takes about 30 minutes. With a mini-laparo- 
tomy, you will probably stay in the hospital 
less than 24 hours, and be back to normal in 
2 or 3 days. With a laparotomy, you will be 
in the hospital 4 days or more, and it may 
be 2 weeks before you feel back to normal. 


LAPAROSCOPY 


Using a special needle, the doctor inflates 


your abdomen with a harmless gas which 
pushes your intestines away from your 
uterus and tubes. (See figure at left.) 

The doctor then makes a small incision 
about one-half inch long near your navel. A 
“laparoscope,” or special telescope, is insert- 
ed through this incision. It is a thin metal 
tube with a light: on it which allows the 
doctor to see your tubes, and through which 
the doctor can insert the operating instru- 
ment. Your tubes are sealed by the use of 
electric current, bands, or clips. Some doc- 
tors make a second small incision at the 
pubic hairline to insert the operating instru- 
ment. 


RULES AND REGULATIONS 


After the gas in your abdomen is released, 
the incision is closed. 

The operation, including the anesthesia, 
takes about 30 minutes. You will probably 
stay in the hospital less than 24 hours and 
be back to normal in 2 or 3 days. Because of 
the gas, you may feel a pain in your neck or 
shoulders and you may seem bloated after 
the surgery. This goes away after a day or 
two. 


POSTPARTUM TUBAL LIGATION 


This operation is done in the hospital 
shortly after a woman has a baby. The 
doctor makes a small incision below your 
navel. The doctor then closes off a section 
of each tube using surgical threads. After 
the tubes are tied, a small section between 
the ties is removed. The incision below your 
navel is stitched closed. 

The operation, including the anesthesia, 
usually takes about 30 minutes. Having the 
operation may make your hospital stay a 
day or two longer. How fast you get better 
will depend on how you feel after having 
the baby. 


VAGINAL TUBAL LIGATION 


In this operation, the doctor makes a 
small incision far back in the vagina. 
Through this, the doctor finds your tubes, 
then closes them off either with electric 
current, bands, or clips, or by removing a 
small section and closing the ends with sur- 
gical threads. After the tubes are sealed, the 
incision in your vagina is stitched closed. 

Sometimes the doctor will use a metal 
tube with a light (called a culdoscope) to see 
your tubes and seal them. 

The operation, including the anesthesia, 
usually takes about 30 minutes. Your stay in 
the hospital will probably be less than 24 
hours. You should be back to norma! in 2 or 
3 days. After this type of operation, you 
should not have intercourse for 3 to 4 weeks 
so the vagina can heal. 


THE ANESTHETIC 


With any method of sterilization, you will 
first be given an anesthetic which is a drug 
to keep you from feeling pain during the op- 
eration. A medical person who specializes in 
anesthesia may do this part of the oper- 
ation. 

Sometimes the operation is done under 
“general” anesthesia. That means you will 
be asleep during the operation. The drugs 
used are a gas which you inhale and/or a 
liquid given to you by injection. 

Sometimes the operation is done under 
“local” anesthesia or “spinal” anesthesia. 
That means you are awake, but do not feel 
any pain. 

A local anesthetic is given by injection 
into the skin. It makes your skin numb. 

A spinal anesthetic is given by injection 
low in the spine. This type of injection 
makes you feel numb from the waist down. 

With local or spinal anesthesia, you may 
also be given pills or another injection to 
help you relax. 

You should have a chance to discuss and 
participate in the, decision regarding your 
type of anesthesia with someone before 
your operation. 


BENEFITS OF TUBAL STERILIZATION 


The benefits of tuba! sterilization are: 

You never have to use a temporary 
method of birth control again (such as the 
pill or the IUD). 
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You don’t have to worry about getting 
pregnant. 


DISCOMFORTS.AND RISKS 


No matter which type of operation you 
have, you can expect to feel pain and sore- 
ness in your abdomen for a few days. You 
can take medicine to help relieve -the dis- 
comfort. 

If you had general anesthesia, you may 
have a sore throat for a day or two from the 
tube used to keep your airway open while 
you were asleep. This goes away quickly and 
is not serious. Spinal anesthesia may give 
some persons a temporary headache. 

Sterilization operations have some risks, 
including a very small risk of death. This is 
true of any type of operation. serious prob- 
lems happen rarely. Most of the time seri- 
ous problems can be treated and cured by 
the doctor without further surgery; howev- 
er, an operation may be necessary to correct 
some of these problems. 

Some of the medical problems you could 
have during or after a sterilization oper- 
ation: 

1. You may bleed from the incision on 
your skin or in your vagina. 

2. You may bleed inside your abdomen. 
(Another operation may be necessary to 
stop the bleeding.) 

3. You may get an infection on or near the 
stitches or inside your abdomen. 

4. The operation may not make you ster- 
ile. The operation cannot be guaranteed 100 
percent to make you sterile. From 2 to 5 out 
of 1,000 women get pregnant after the oper- 
ation. 

5. As in other operations, the anesthetic 
drugs used to put you to sleep or to make 
the operation painless may cause problems. 
You may vomit while under anesthesia, and 
pneumonia may result. 

Go back to your doctor at once if you get 
fever and/or severe pain in your abdomen. 
Either of these could be signs that you have 
an infection. 


WHAT ABOUT HYSTERECTOMY? 


Hysterectomy is different from tubal ster- 
ilization. Instead of blocking off the tubes, 
the whole uterus is taken out. A hysterec- 
tomy should be done only when there is a 
disease of the woman's uterus or some other 
problem that can only be treated by remov- 
ing the uterus. 

A hysterectomy is a much more serious 
operation than a tubal sterilization. A hys- 
terectomy takes much longer to do, and the 
woman is in the hospital longer than with a 
tubal sterilization. There are more discom- 
forts, and there is a greater chance of seri- 
ous health problems. For these reasons, nei- 
ther medicaid nor any other Federal pro- 
gram will pay for a hysterectomy if the only 
reason you are having it is to avoid bearing 
children, and you have no disease of your 
uterus. 


SUMMARY 


If you are sure you do not want to bear 
children and you want to become perma- 
nently sterile, then tubal sterilization is a 
safe, effective operation. It requires a rela- 
tively brief stay in the hospital, and prob- 
lems are rare. 


IF YOU HAVE QUESTIONS 


If there is anything that is not clear to 
you, or anything you are worried about, it is 
important that you bring up these ques- 
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tions. All of your questions-should be an- 
swered to your satisfaction before the oper- 
ation. 


REMEMBER 


You may change your mind at any time 
before the operation. Make sure you do not 
wish to bear children under any circum- 
stances before you decide to be sterilized. 


RULES FOR STERILIZATION OPERATIONS FUNDED 
BY THE FEDERAL GOVERNMENT 


You must be at least 21 years old. 

You must wait at least 30 days to have the 
operation after you sign the consent form 
except in instances of premature delivery or 
emergency abdominal surgery that take 
place at least 72 hours after consent is ob- 
tained. 

Your consent to sterilization cannot be ob- 
tained while you are in the hospital for 
childbirth or abortion, or under the influ- 
ence of alcohol or other substances that 
affect your state of awareness. 

You may, if you choose, bring someone 
with you when you sign the consent form. 

Your consent is effective for 180 days 
from the date you sign the consent form. 

Be sure to take this pamphlet and your 
signed consent form with you. 


Your STERILIZATION OPERATION: 
INFORMATION FOR MEN 


WHY THIS PAMPHLET IS IMPORTANT TO YOU 


Sterilization is an operation which is in- 
tended to make it impossibe for you to ever 
father children. This pamphlet describes 
the sterilization operation for a man—called 
vasectomy—its benefits, its discomforts, and 
its risks. You should read the pamphlet 
completely. 

Both men and women can be sterilized. 
(Ask your doctor or clinic for the pamphlet 
on sterilization for a woman.) The man's op- 
eration is easier, safer, and less expensive 
than the woman's operation. 

If the Federal Government is to pay for 
your sterilization, certain conditions must 
be met. They are listed on page ——. The 
purpose of these conditions is to ensure that 
you understand sterilization and that you 
choose freely to have this operation. 


MAKING UP YOUR MIND 


Sterilization must be considered perma- 
nent. For nearly all men, once this oper- 
ation has been done, it can never be undone. 
Some doctors try to undo a vasectomy by re- 
joining the tubes. This is a difficult and ex- 
pensive operation and it doesn’t work very 
often. So it’s not a good idea to think your 
vasectomy can be undone. 

Some men have heard about storing their 
sperm in sperm banks to use later. There is 
not enough known right now about keeping 
sperm to show that it works. 

Make sure you do not want to father chil- 
dren under any circumstances before you 
decide to be sterilized. Are you sure you 
would -not want to father children even if 
one of your present children died? Or your 
wife died? Or you got divorced and remar- 
ried? Be sure, before you decide to be steril- 
ized. 

No one can force you to be sterilized! 
Don't let anyone push you into it. If you do 
not want to be sterilized, no one can take 
away any of your Federal benefits such as 
welfare, Social Security, or health care—in- 
cluding sterilization at a later date. 


RULES AND REGULATIONS 


To have this operation paid for with Fed- 
eral funds, you must be at least 21 years old. 
If you are married, you should discuss the 
operation with your wife. However, her con- 
sent is not required if Medicaid or any other 
Federal program is going to pay for vour op- 
eration. 

You must sign the consent form at least 
30 days before you have the operation.' This 
is so you will have at least 30 days to think 
it over and discuss it with your family and 
others. You can change your mind any time 
before the operation and can cancel your 
appointment if you do. 


OTHER METHODS OF BIRTH CONTROL 


There are other ways to avoid fathering 
children. Before you decide to be sterilized, 
think about these other methods of birth 
control. 


TEMPORARY METHODS OF BIRTH CONTROL 


The following methods of birth control 
are temporary. This means that when you 
or your partner stop using them you can 
father children. Temporary methods of 
birth control are effective only if you use 
them according to instructions. If you think 
you might want to father children later, you 
should use a temporary method of birth 
control instead of sterilization. 

Ask your doctor or clinic for pamphlets 
and counseling on any of these temporary 
methods of birth control if you want them. 
If you decide you want a temporary method 
of birth control, ask for it today. 

Condom, prophylactic—A thin sheath of 
rubber the man places over his penis each 
time before intercourse. Sometimes it fails 
(90 percent effective) and the woman can 
get pregnant anyway, but there is no risk of 
serious complications. A condom and contra- 
ceptive foam or diaphragm can be used at 
the same time for extra protection. 

Birth control pill—A pill the woman takes 
regularly which makes her 98 percent cer- 
tain she will not get pregnant. It is usually 
safe, but has occasional side effects and rare 
serious complications. The pill has been 
linked in some women with minor side ef- 
fects such as darkening of the skin of the 
face, nausea, and vaginal discharge. More 
serious complications which occur infre- 
quently include depression, increased ten- 
dency for abnormal blood clotting, in- 
creased risk of heart attack and stroke (es- 
pecially among women over age 35 who 
smoke), and a small increased risk of liver of 
gall bladder disease. 

Loop, coil, intrauterine devise (IUD)—A 
small piece of plastic a doctor or family 
planning specialist inserts into the woman's 
uterus (womb) which makes her 96 percent 
certain she will not get pregnant. It is usual- 
ly very safe, but has occasional side effects 
and rare serious complications. IUD use has 
been linked in some women with irregular 
periods, cramps, and increased risk of infec- 
tion of the uterus. 

Diaphragm with contraceptive jelly or 
cream—A cup of rubber or soft plastic the 
woman places in her vagina each time 
before intercourse. Contraceptive jelly or 
cream must be used with the diaphragm for 
it to be effective. Sometimes it fails if it is 
not used properly (85-90 percent effective) 
and she can get pregnant anyway, but it has 
no risk of serious complications. 


‘This condition must be met if the Feder- 
al Government is to pay for your steriliza- 
tion. 


Contraceptive foam, foaming tablet—A 
foam (which looks like shaving cream) or a 
tablet the woman places in her vagina each 
time before intercourse. Sometimes it fails 
(85 percent effective) and she can get preg- 
nant anyway. It occasionally has minor side 
effects. 

Natural methods—A type of birth control 
in which the woman does not have inter- 
course on the 8-15 days each month when 
she is likely to get pregnant. It is sometimes 
hard to tell when these days occur, and ef- 
fectiveness depends on proper instruction 
and motivation. Effectiveness can be as high 
as 90 percent for the sympto-thermal 
method if used properly. There is no risk of 
complications with natural methods. 


STERILIZATION FOR A WOMAN 


A woman can be sterilized by an operation 
called a tubal ligation. This operation is in- 
tended to make it impossible for her to ever 
bear children. Tubal ligation is more com- 
plex and not as safe as the sterilization op- 
eration for a man. (Ask your doctor or clinic 
for the pamphlet on sterilization for a 
woman.) 


WHEN CAN A MAN HAVE A STERILIZATION 
OPERATION? 


A man can have a sterilization operation 
at any time in his life. This means a man 
can have a sterilization operation at any 
time he wants. It doesn’t matter if he is not 
married or doesn’t have children. It is up to 
him. 


FACTS ABOUT THE OPERATION 


The surgical method of birth control is 
called a vasectomy. It is done in a doctor's 
office or clinic. Under local anesthesia, the 
doctor closes off the sperm duct (tubes) so 
that sperm cannot get through these ducts 
into the semen (the fluid ejected at climax). 
(See diagram at left.) When there are no 
sperm in the semen, you cannot cause a 
pregnancy. Only the sperm are blocked, not 
the liquid part of the semen. You will still 
ejaculate (eject fluid) as before. Vasectomy 
will not change your hormones. (NOTE: 
Vasectomy is not castration. The testicles 
are not removed.) 


HOW A VASECTOMY IS DONE 


First, a local anesthetic is given by injec- 
tion into your skin on each side of the scro- 
tum (sac) to make it temporarily numb. You 
will feel mild pain, like a pin prick, for a few 
seconds. 

Once the area is numb, the doctor makes 
one or two very small (one‘half inch) inci- 
sions (cuts). Through these, the doctor 
reaches the sperm ducts, cuts them, and 
closes them off. The incisions on the skin 
are then closed with stitches. The scars can 
hardly be seen after a couple of weeks. 

The operation, including anesthesia, usu- 
ally takes about 15-20 minutes. You can 
usually go home shortly after the operation. 


IS THE OPERATION GUARANTEED TO WORK? 


Vasectomy works almost all the time. This 
means that only about 1 out of 1,000 men 
who have the operation will still be able to 
get a woman pregnant. This is usually be- 
cause the two ends of the ducts have grown 
back together. It is more than 99 percent ef- 
fective—higher than all other methods of 
birth control for men. You should use some 
temporary method of birth control until 
you have your operation. 
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You are not immediately sterile after your 
vasectomy. There will still be some sperm in 
your ducts until you have ejaculated 10 or 
more times after your operation. During 
this time, you can still cause a pregnancy. 
So it is important that you and your partner 
use another good method of birth control 
until tests of your semen show it contains 
no more sperm. Your doctor will tell you 
when -to return for a simple test of your 
semen under a microscope. 


BENEFITS OF VASECTOMY 


The benefits of vasectomy are: 

You never have to use a temporary 
method of birth control again (such a 
rubber). 

You never have to worry about making a 
woman pregnant. 


DISCOMFORTS AND RISKS 


Vasectomy is considered a safe and simple 
operation, but there is a small chance you 
will have some medical problems after- 
wards. You can expect some soreness after 
the operation. This is not serious and will go 
away after a few days. 

Serious medical problems happen rarely. 
Most of the time they can be treated and 
cured by the doctor without further sur- 
gery; however, an operation may be neces- 
sary to correct some-of them. Some of the 
medical problems you could have after a 
sterilization operation: 

1. You may have swelling around the inci- 
sion on your skin. This happens right after 
the operation and is only temporary. 

2. You may have bleeding under the skin 
which causes a bruise. This usually clears 
up by itself. Ice bags are often recommend- 
ed to reduce the chance of this bleeding. 

3. You may get an infection either on the 
skin or inside the scrotum. It is important to 
follow the doctor’s recommendations about 
the care and cleansing of the incision while 
it is healing. 

4. The operation may not make your ster- 
ile. The operation cannot be guaranteed 100 
percent to make you sterile. About 1 out of 
1,000 men who have the operation will still 
be able to get a woman pregnant. 

Go back to your doctor at once if swelling 
lasts for more than a few days, or you have 
a fever, or you have severe pain. 

A very few men (4 out of 1,000 who have 
had the operation) said they had sexual 
problems after the operation. These were 
either decreased sexual desire or inability to 
have an erection. There is no medical expla- 
nation for these rare symptoms, and they 
are believed to result from an emotional re- 
action to the operation. 

Some doctors have reported long term 
medical problems, but so far research has 
not proven that such problems really exist. 


SUMMARY 


If you are sure you do not want to father 
children and you want to become perma- 
nently sterile, then vasectomy is a safe, ef- 
fective operation. It requires only a short 
time in a doctor's office or clinic, and prob- 
lems are rare. ° 


IF YOU HAVE QUESTIONS 


If there is anything that is not clear to 
you, or anything you are worried about, it is 
important that you bring up these ques- 
tions. All of your questions should be an- 
swered to your satisfaction before the oper- 
ation. : 


RULES AND REGULATIONS 


REMEMBER 


You may change your mind any time 
before the operation. Make sure you do not 
wish to father children under any circum- 
stances before you decide to be sterilized. 


RULES FOR STERILIZATION OPERATIONS FUNDED 
BY THE FEDERAL GOVERNMENT 


You must be at least 21 years old. 

You must wait at least 30 days to have the 
operation after you sign the consent form. 

You may, if you choose, bring someone 
with you when you sign the consent form. 

Your consent is effective for 180 days 
from the date you sign the consent form. 


BE SURE TO TAKE THIS PAMPHLET AND YOUR 
SIGNED CONSENT FORM WITH YOU. 


{FR Doc. 78-31576 Filed 11-7-78; 8:45 am] 


[4110-35-M] 


CHAPTER IV—HEALTH CARE Fi- 
NANCING ADMINISTRATION, DE- 
PARTMENT OF HEALTH, EDUCA- 
TION, AND WELFARE 


SUBCHAPTER C—MEDICAL ASSISTANCE 
PROGRAMS 


PART 441—SERVICES: REQUIRE- 
MENTS AND LIMITS APPLICABLE 
TO SPECIFIC SERVICES 


Federal Financial Participation in 
State Claims for Sterilizations 


AGENCY: Health Care Financing Ad- 
ministration (HCFA), HEW. 


ACTION: Final rules. 


SUMMARY: These rules amend the 
existing requirements for sterilizations 
that are paid for under the Medicaid 
program (Title XIX of the Social Se- 
curity Act). 

Our experience under current regu- 
lations, and the responses to a Notice 
of Proposed Rulemaking published on 
December 13, 1977 (42 FR 62718) con- 
firmed the need for these amend- 
ments. 

The intent is to assure that individ- 
uals considering sterilization are fully 
aware of the consequences and the 
available alternatives to sterilization, 
and have ample time to consider the 
matter; and that Medicaid agencies 
have documentation showing that all 
the requirements were met for steril- 
izations funded under the Medicaid 
program. 


EFFECTIVE DATE: These rules are 
effetive on February 6, 1979. 


FOR FURTHER INFORMATION 
CONTACT: 


Emily J. Nichols, Room _ 2607, 
Switzer Building, 330 C Street, SW., 
Washington, D.C. 20201, 202-245- 
9263. 
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SUPPLEMENTARY INFORMATION: 
The Department is adopting uniform 
requirements with respect to steriliza- 
tions for Medicaid, for the six social 
services programs administered by the 
Administration for Public Services of 
the Office of Human Development 
Services, and for programs adminis- 
tered by the Public Health Service. 
These regulations are all being pub- 
lished in this issue of the FEDERAL REG- 
ISTER. A single preamble, fully explain- 
ing the new regulations and respond- 
ing to the comments on the previous 
proposed rules, was prepared jointly 
by the _ responsible organizational 
units. It is published with the amend- 
ments to the Public Health Service 
regulation (42 CFR Part 50) published 
elsewhere in this issue. 

42 CFR Chapter IV is amended by 
adding a new Part 441, Subpart F, to 
read as follows: 


Subparts A Through E [Reserved] 
Subpart F—Sterilizations 
Sec. 


441.250 
441.251 


Applicability. 

Definitions. 

441.252 State plan requirements. 

441.253 Sterilization of a mentally compe- 
tent individual aged 21 or older. 

441.254 Mentally incompetent or 
tionalized individuals. 

441.255 Sterilization by hysterectomy. 

441.256 Additional condition for Federal fi- 
nancial participation (FFP). 

441.257 Informed consent. 

441.258 Consent form requirements. 

441.259 Review of regulations. 

Appendix: Required consent form. 

AutTuHoritTy: Sec: 1102 of the Social Securi- 
ty Act (42 U.S.C. 1302). 


Subpart F—Sterilizations 


§ 441.250 Applicability. 


This subpart applies to sterilizations 
and hysterectomies reimbursed under 
Medicaid. 


§ 441.251 Definitions. 


As used in this subpart: 

“Hysterectomy” means a medical 
procedure or operation for the pur- 
pose of removing the uterus. 

“Institutionalized individual” means 
an individual who is (a) involuntarily 
confined or detained, under a civil or 
criminal statute, in a correctional or 
rehabilitative facility, including a 
mental hospital or other facility for 
the care and treatment of mental ill- 
ness; or (b) confined, under a volun- 
tary commitment, in a mental hospital 
or other facility for the care and treat- 
ment of mental illness. 

“Mentally incompetent individual” 
means an individual who has been de- 
clared mentally incompetent by a Fed- 
eral, State, or local court of competent 
jurisdiction for any purpose, unless 
the individual has been declared com- 


institi- 
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petent for purposes which include the 
ability to consent to sterilization. 
“Sterilization” means any medical 
procedure, treatment, or operation for 
the purpose of rendering an individual 
permanently incapable of reproducing. 


§ 441.252 State plan requirements. 


A State plan must provide that the 
Medicaid agency will make payment 
under the plan for sterilization proce- 
dures and hysterectomies only if all 
the requirements of this subpart were 
met. 


§ 141.253 Sterilization of a mentally com- 
petent individual aged 21 or older. 


FFP is available in expenditures for 
the sterilization of an individual only 
if— 

(a) The individual is at least 21 years 
old at the time consent is obtained; 

(b) The individual is not a mentally 
incompetent individual; 

(c) The individual has voluntarily 
given informed consent in accordance 
with all the requirements precribed in 
§§ 441.257 through 441.258; and 

(d) At least 30 days, but not more 
than 180 days, have passed between 
the date of informed consent and the 
date of the sterilization, except in the 
case of premature delivery or emer- 
gency abdominal surgery. An individu- 
al may consent to be sterilized at the 
time of a premature delivery or emer- 
gency abdominal surgery, if at least 72 
hours have passed since he or she gave 
informed consent for the sterilization. 
In the case of premature delivery, the 
informed consent must have been 
given at least 30 days before the ex- 
pected date of delivery. 


§ 441.254 Mentally incompetent or institu- 
tionalized individuals. 


FFP is not available for the steriliza- 
tion of a mentally incompetent or in- 
stitutionalized individual. 


§ 441.255 Sterilization by hysterectomy. 


(a) FFP is not available in expendi- 
tures for a hysterectomy if— 

(1) It was performed solely for the 
purpose of rendering an individual 
permanently incapable of reproducing; 
or 

(2) If there was more than one pur- 
pose to the procedure, it would not 
have been performed but for the pur- 
pose of rendering the individual per- 
manently incapable of reproducing. 

(b) FFP is available in expenditures 
for a hysterectomy not covered by 
paragraph (a) of this section only if— 

(1) The person who secured authori- 
zation to perform the hysterectomy 
has informed the individual and her 


representative, if any, orally and in ~ 


writing, that the hysterectomy will 
render the individual permanently in- 
capable of reproducing; and 


RULES AND REGULATIONS 


(2) The individual or her representa- 
tive, if any, has signed either a written 
acknowledgement of receipt of that in- 
formation. 


§ 441.256 Additional condition for Federal 
financial participation (FFP). 


FFP is not available in expenditures 
for any sterilization or hysterectomy 
unless the Medicaid agency, before 
making payment, obtained documenta- 
tion showing that the requirements of 
this subpart were met. This documen- 
tation must include a consent form or 
an acknowledgement of receipt of hys- 
terectomy information. 


§ 441.257 Informed consent. 


(a) Informing the individual. For 
purposes of this subpart, an individual 
has given informed consent only if— 

(1) The person who obtained consent 
for the sterilization procedure offered 


- to answer any questions the individual 


to be sterilized may have concerning 
the procedure, provided a copy of the 
consent form and provided orally all 
of the following information or advice 
to the individual to be sterilized: 

(i) Advice that the individual is free 
to withhold or withdraw consent to 
the procedure at any time before the 
sterilization without affecting the 
right to future care or treatment and 
without loss or withdrawal of any fed- 
erally funded program benefits to 
which the individual might be other- 
wise entitled. 

(ii) A description of available alter- 
native methods of family planning and 
birth control. 

(iii) Advice that the sterilization pro- 
cedure is considered to be irreversible. 


(iv) A thorough explanation of the - 


specific sterilization procedure to be 
performed. 

(v) A full description of the discom- 
forts and risks that may accompany or 
follow the performing of the proce- 
dure, including an explanation of the 
type and possible effects of any anes- 
thetic to be used. 

(vi) A full description of the benefits 
or advantages that may be expected as 
a result of the sterilization. 

(vii) Advice that the sterilization will 
not be performed for at least 30 days, 
except under the circumstances speci- 
fied in § 441.253(c). 

(2) Suitable arrangements were 
made to insure that the information 
specified in paragraph (a)(1) of this 
section was effectively communicated 
to any individual who is blind, deaf, or 
otherwise handicapped; 

(3) An interpreter was provided if 
the individual to be sterilized did not 
understand the language used on the 
consent form or the language used by 
the person obtaining consent; 

(4) The individual to be sterilized 
was permitted to have a witness of his 


or her choice present when consent 
was obtained; 

(5) The consent form requirements 
of § 441.258 were met; and 

(6) Any additional requirement of 
State or local law for obtaining con- 
sent, except a requirement for spousal 
consent, was followed. 

(b) When informed consent may not 
be obtained. Informed consent may 
not be obtained while the individual to 
be sterilized is— 

(1) In labor or childbirth; 

(2) Seeking to obtain or obtaining an 
abortion; or 

(3) Under the influence of alcohol or 
other substances that affect the indi- 
vidual’s state of awareness 


§ 441.258 Consent form requirements. 


(a) Content of consent form. The 
consent form must be a copy of the 
form appended to this subpart or an- 
other form approved by the Secretary. 

(b) Required signatures. The consent 
form must be signed and dated by— 

(1) The individual to be sterilized; 

(2) The interpreter, if one was pro- 
vided; 

(3) The person who obtained the 
consent; and 

(4) The physician who performed 
the sterilization procedure. 

(c) Required certifications. (1) The 
person securing the consent must cer- 
tify, by signing the consent form, that 
(i) Before the individual to be steril- 
ized signed the consent form, he or 
she advised the individual to be steril- 
ized that no Federal benefits may be 
withdrawn because of the decision not 
to be sterilized; (ii) he or she explained 
orally the requirements for informed 
consent as set forth on the consent 
form; and (iii) to the best of his or her 
knowledge and belief, the individual to 
be sterilized appeared mentally compe- 
tent and knowingly and voluntarily 
consented to be sterilized. 

(2) The physician performing the 
sterilization must certify, by signing 
the consent form, that: (i) Shortly 
before the performance of steriliza- 
tion, he or she advised the individual 
to be sterilized that no Federal bene- 
fits may be withdrawn because of the 
decision not to be sterilized; (ii) he or 
she explained orally the requirements 
for informed consent as set forth on 
the consent form; and (iii) to the best 
of his or her knowledge and belief, the 
individual appeared mentally compe- 
tent and knowingly and voluntarily 
consented to be sterilized. Except in 
the case of premature delivery or 
emergency abdominal surgery, the 
physician must further certify that at 
least 30 days have passed between the 
date of the individual’s signature on 
the consent form and the date upon 
which the sterilization was performed. 

(3) In the case of premature delivery 
or emergency abdominal surgery per- 
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formed within 30 days of consent, the 
physician must certify that the steril- 
ization was performed less than 30 
days, but not less than 72 hours after 
informed consent was obtained be- 
cause of premature delivery or emer- 
gency abdominal surgery and— 

(i) In the case of premature delivery, 
must state the expected date of deliv- 
ery; or 

(ii) In the case of abdominal surgery, 
must describe the emergency. 

(4) If an interpreter is provided, the 
interpreter must certify that he or she 
translated the information and advice 
presented orally and read the consent 
form and explained its contents to the 
individual to be sterilized and that, to 
the best of the interpreter’s knowledge 
and belief, the individual understood 
what the interpreter told him or her. 


§ 441.259 Review of regulations. 


The Secretary will request public 
comment on the operation of this sub- 
part not later than 3 years after its ef- 
fective date. 


APPENDIX: REQUIRED CONSENT FORM 


Notice: Your decision at any time not to 
be sterilized will not result in the withdraw- 
al or withholding of any benefits provided 
by programs or projects receiving Federal 
funds. 


CONSENT TO STERILIZATION 


I have asked for and received information 
about sterilization from (doctor or clinic). 
When I first asked for the information, I 
was told that the decision to be sterilized is 
completely up to me. I was told that I could 
decide not to be sterilized. If I decide not to 
be sterilized, my decision will not affect my 
right to future care or treatment. I will not 
lose any help or benefits from programs re- 
ceiving Federal funds, such as A.F.D.C. or 
Medicaid that I am now getting or for which 
I may become eligible. 

I understand that the sterilization must 
be considered permanent and not reversible. 
I have decided that I do not want to become 
pregnant, bear children or father children. 

I was told about those temporary methods 
of birth control that are available and could 
be provided to me which will allow me to 
bear or father a child in the future. I have 
rejected these alternatives and chosen to be 
sterilized. 

I understand that I will be sterilized by an 
operation known as a . The dis- 
comforts, risks and benefits associated with 
the operation have been explained to me. 
All my questions have been answered to my 
satisfaction. 

I understand that the operation will not 
be done until at least 30 days after I sign 
this form. I understand that I can change 
my mind at any time and that my decision 
at any time not to be sterilized will not 
result in the withholding of any benefits or 
medical services provided by Federally 
funded programs. 

I am at least 21 years of age and was born 
on (Day) (Month) (Year). 

: ———, hereby consent of my own 
free will to be sterilized by ————-——- by a 
method called . My consent ex- 
pires 180 days from the date of my signa- 
ture below. 


RULES AND REGULATIONS 


I also consent to the release of this form 
and other medical records about the oper- 
ation to: 

Representatives of the Department of 
Health, Education, and Welfare or 

Employees of programs or projects funded 
by that Department but only for determin- 
ing if Federal laws were observed. 

I have received a copy of this form. (Sig- 
nature) (Date) (Month) (Day) (Year). 

You are requested to supply the following 
information, but it is not required: (Race 
and ethnicity designation (please check)) 
Black (not of Hispanic origin); Hispanic; 
Asian or Pacific Islander; American Indian 
or Alaskan native; or White (not of Hispanic 
origin). 


INTERPRETER’S STATEMENT 


If an interpreter is provided to assist the 
individual to be sterilized: 

I have translated the information and 
advice presented orally to the individual to 
be sterilized by the person obtaining this 
consent. I have also read him/her the con- 
sent form in lan- 
guage and explained its contents to him/ 
her. To the best.of my knowledge and belief 
he/she understood this explanation. (Inter- 
preter) (Date). 





STATEMENT OF PERSON OBTAINING CONSENT 


Before (name of individual) signed the 
consent form, I explained to him/her the 
nature of the sterilization operation 
——_—_—-——,, the fact that it is intended to be 
a final and irreversible procedure and the 
discomforts, risks and benefits associated 
with it. 

I counseled the individual to be sterilized 
that alternative methods of birth control 
are available which are temporary. I ex- 
plained that sterilization is different be- 
cause it is permanent. 

I informed the individual to be sterilized 
that his/her consent can be withdrawn at 
any time and that he/she will not lose any 
health services or any benefits provided by 
Federal funds. 

To the best of my knowledge and belief 
the individual to be sterilized is at least 21 
years old and appears mentally competent. 
He/She knowingly and voluntarily request- 
ed to be sterilized and appears to under- 
stand the nature and consequence of the 
procedure. (Signature of person obtaining 
consent) (Date) (Facility) (Address). 


PHYSICIAN’S STATEMENT 


Shortly before I performed a sterilization 
operation upon (Name of individual to be 
sterilized) on (Date of sterilization) (oper- 
ation), I explained to him/her the nature of 
the sterilization operation (specify type of 
operation), the fact that it is intended to be 
a final and irreversible procedure and the 
discomforts, risks and benefits associated 
with it. 

I counseled the individual to be sterilized 
that alternative methods of birth control 
are available which are temporary. I ex- 
plained that sterilization is different be- 
cause it is permanent. 

I informed the individual to be sterilized 
that his/her consent can be withdrawn at 
any time and that he/she will not lose any 
health services or benefits provided by Fed- 
eral funds. 

To the best of my knowledge and belief 
the individual to be sterilized is at least 21 
years old and appears mentally competent. 
He/She knowingly and voluntarily request- 
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ed to be sterilized and appeared to under- 
stand the nature and consequences of the 
procedure. 

Unstructions for use of alternative final 
paragraphs: Use the first paragraph below 
except in the case of premature delivery or 
emergency abdominal surgery where the 
sterilization is performed less than 30 days 
after the date of the individual's signature 
on the consent form. In those cases, the 
second paragraph below must be used. Cross 
out the paragraph which is not used.) 

(1) At least 30 days have passed between 
the date of the individual’s signature on this 
consent form and the date the sterilization 
was performed. 

(2) This sterilization was performed less 
than 30 days but more than 72 hours after 
the date of the individual’s signature on this 
consent form because of the following cir- 
cumstances (check applicable box and fill in 
information requested): @ Premature deliv- 
ery. 

Individual’s 
ery:————_——_ 

O Emergency abdominal surgery: 
scribe circumstances):—— 
(Date). 

(Catalog of Federal Domestic Assistance 
Program No. 13.714, Medical Assistance Pro- 
gram.) 


Dated: September 11, 1978. 


Rosert A. DERZON, 
Administrator, Health Care 
Financing Administration. 


Approved: October 30, 1978. 


JOSEPH A. CALIFANO, JF., 
Secretary. 


(FR Doc. 78-31577 Filed 11-7-78; 8:45 am] 


expected date of deliv- 


(de- 
(Physician) 





[4110-92-M] 
Title 45—Public Welfare 


CHAPTER H—SOCIAL AND REHABILI- 
TATION SERVICE (ASSISTANCE 
PROGRAMS); DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL- 
FARE 


FEDERAL FINANCIAL PARTICIPATION 
IN STATE CLAIMS FOR STERILIZA- 
TION AND ABORTIONS 


AGENCY: Administration for Public 
Services (APS), Office of Human De- 
velopment Services (OHDS), HEW. 


ACTION: Final rules. 


SUMMARY: These rules amend the 
requirements for sterilizations for 
which Federal financial assistance 
might be claimed under the six social 
services programs administered by 
APS. The purpose is to conform the 
rules for these programs to the rules 
being adopted for Medicaid and for 
programs administered by the Public 
Health Service. 


EFFECTIVE DATE: These rules are 
effective on February 6, 1979. 
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FOR FURTHER 
CONTACT: 


Mrs. Johnnie U. Brooks, Room 2225, 
Switzer Building, 330 C Street, SW., 
Washington, D.C. 20201, 202-245- 
9415. 


SUPPLEMENTARY INFORMATION: 
In three sets of regulations published 
today in the FEeperRAL REGISTER, the 
Department is issuing new rules gov- 
erning expenditures for sterilizations 
provided under various Department 
programs. One set of rules applies to 
the title XIX program (Medicaid); one 
set applies to programs administered 
by the Public Health Service; and this 
set applies to the social services pro- 
grams administered by the Adminis- 
tration for Public Services. A compre- 
hensive preamble, discussing the pro- 
visions of the new rules and respond- 
ing to the comments received on the 
notice of proposed rulemaking, is set 
forth with the PHS regulations (42 
CFR Part 50) published elsewhere in 
this issue. 

The programs administered by APS 
are those under titles I, IV-A, X, XIV, 
XVI(AABD) and XX of the Social Se- 
curity Act. The title XX program is 
implemented in the 50 States and the 
District of Columbia. The regulations 
for title XX appear in 45 CFR Part 
228. The other programs are imple- 
mented in Guam, Puerto Rico and the 
Virgin Islands and are subject to the 
regulations in 45 CFR Parts 220 and 
222. 

These six programs, and the Medic- 
aid program, are currently subject to 
the rule on sterilizations set forth in 
45 CFR 205.35. However, the Medicaid 
regulation being published today re- 
vises that rule and recodifies it in 42 
CFR Part 441, Subpart F. Rather than 
setting out the rule in detail for the 
APS programs, we are merely incorpo- 
rating the new Medicaid rule by refer- 
ence in the pertinent regulations for 
APS. The present rule in 45 CFR 
205.35 is vacated. 

We are also taking this opportunity 
to correct a technical omission with re- 
spect to the rules on abortions for 
which financial assistance might be 
claimed under the APS programs. On 
July 21, 1978, final rules were pub- 
lished governing Federal financial par- 
ticipation in State claims for abor- 
tions. (43 FR 31868) These rules are 
effective August 21, 1978 for Medicaid, 
for programs administered by the 
Public Health Service, and for title 
XX. Through an oversight, the rules 
for the other social services programs 
administered by APS were not amend- 
ed to reflect the change in policy on 
abortions. Since we are again incorpo- 
rating the Medicaid rule by reference, 
and are doing so in the same section 
that deals with sterilization, we have 
added that amendment to this rule. 


INFORMATION 
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For a full discussion of the rule on 
abortion, see the preamble for the 
July 21, 1978 publication. 


WAIVER OF PROPOSED RULEMAKING 


Because these amendments merely 
conform the APS regulations to the 
amendments adopted for Medicaid and 
PHS, we consider them to be technical 
in nature and believe that their omis- 
sion from the proposed rule did not 
preclude full public review and com- 
ment. Therefore, we believe that fur- 
ther notice of proposed rulemaking is 
unnecessary and are publishing these 
rules in final. In accordance with the 
Medicaid: and PHS regulations, the 
amendments pertaining to steriliza- 
tions will be effective February 6, 
1978. The rules pertaining to abortions 
are effective on August 21, the effec- 
tive date of the rules published on 
July 21. Therefore, the Secretary 
amends 45 CFR Chapter II as set 
forth below. 


PART 205—GENERAL ADMINISTRA- 
TION—PUBLIC ASSISTANCE PRO- 
GRAMS 


1. Section 205.35 of Part 205 is vacat- 
ed and reserved as follows, and its con- 
tent amended and relocated to 42 CFR 
Part 441, Subpart F. 


§ 205.35 [Reserved] 


PART 220—SERVICE PROGRAMS FOR 
FAMILIES AND CHILDREN: TITLE IV 
PARTS A AND B OF THE SOCIAL 
SECURITY ACT 


2. Section 220.21 of Part 220 is re- 
vised to codify the first paragraph as 
(a) and to add paragraphs (b) and (c) 
to read as follows: 


§ 220.21 Family planning services. 


(a) Family planning services must be 
offered and provided to those individ- 
uals wishing such services, specifically 
including medical contraceptive serv- 
ices (diagnosis, treatment, supplies, 
and followup), social services and edu- 
cational services. Such services must 
be available without regard to marital 
status, age, or parenthood. Individuals 
must be assured choice of method and 
there must be arrangements with 
varied medical resources so that indi- 
viduals can be assured choice of source 
of service. Acceptance of any services 
must be voluntary on the part of the 
individual and may not be a prerequi- 
site or impediment to eligibility ior 
the receipt of any other service or aid 
under the plan. Medical services must 
be provided in accordance with the 
standards of other State programs 


providing medical services for family 
planning (e.g., maternal and child 
health services). 

¢b) Federal financial participation in 
State claims for abortions is governed 
by 42 CFR 449.100 through 449.109. 

(c) If a State authorized sterilization 
as a family planning service, it must 
comply with the provisions of 42 CFR 
Part 441, Subpart F. 


PART 222—SERVICE PROGRAMS FOR 
AGED, BLIND, OR DISABLED PER- 
SONS: TITLES I, X, XIV AND XVI OF 
THE SOCIAL SECURITY ACT 


3. Section 222.59 of Part 222 is re- 
vised to codify the first paragraph as 
(a) and to add paragraph (b) to read as 
follows: 


§ 222.59 Services to individuals. to meet 
special neéds. 


(a) Services may include any or all of 
the following individual service items: 
Legal services for persons desiring the 
help of lawyers with their legal prob- 
lems (see separate policies governing 
the provision of such services); family 
planning; services for such groups as 
alcoholics, drug addicts, and mentally 
retarded individuals; special services to 
the blind, deaf, and other disabled in- 
dividuals. 

(b) Regarding the provision of 
family planning services: 

(1) If a State authorizes abortions, 
Federal financial participation in 
State claims is governed by 42 CFR 
449.100 through 449.109. 

(2) If a State authorizes sterilization, 
it must comply with the provisions of 
42 CFR Part 441, Subpart F. 


PART 228—SOCIAL SERVICE PRO- 
GRAMS FOR INDIVIDUALS AND 
FAMILIES: TITLE XX OF THE SOCIAL 
SECURITY ACT 


4. Section 228.63 of Part 228 is re- 
vised to amend paragraph (c) to read 
as follows: 


§ 223.63 . Family planning services. 


(a) FFP is available in the cost of 
family planning services provided 
without regard to income. 

(b) For purposes of this part, family 
planning services means counseling, 
educational and medical services (in- 
cluding diagnosis, treatment and con- 
tinuing supervision, necessary labora- 
tory examinations and tests, drugs, 
supplies, devices and related counsel- 
ing furnished, prescribed by, or under 
the supervision of, a physician) to 
enable individuals (including minors) 
voluntarily to limit their family size, 
to space their children, or to correct 
infertility. 
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(c) If a state authorizes sterilization 
as a family planning service, it must 
comply with the provisions of 42 CFR 
Part 441, Subpart F, except that the 
State plan requirement under 42 CFR 
441.252 does not apply to the title XX 
program. 


(Sec. 101, Pub. L. 95-205, 91 Stat. 1461, De- 
cember 9, 1977; Sec. 1102, 49 Stat. 647 (42 
U.S.C. 1302).) 


(Catalog of Federal Domestic Assistance 
Program No. 13.642, Social Services for Low 
Income and Public Assistance Recipients.) 
NoTE.—It has been determined that this 
document does not require preparation of 
an Inflationary Impact Statement under 


Executive Order 11821 and OMB Circular 
A-107. 


Dated: September 11, 1978. 


ARABELLA MARTINEZ, 
Assistant Secretary for 
Human Development Services. 


Approved: October 30, 1978. 


JOSEPH A. CALIFANO, JYF., 
Secretary. 


(FR Doc. 78-31578 Filed 11-7-78; 8:45 am] 
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